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Regulatory frame applying to 

Please the information here provided should concern current regulatory requirements and not other reference documents having not a legal personality.

	1


	Please list existing regulation applying to human embryonic stem cells (hESC) research (web address where to get the texts would be welcomed).

	
	In Portugal, Law n. 32/2006, of the 26th of July, concerning Medically Assisted Reproduction, addresses hESC research.

The text is available on http://www.dre.pt/pdfgratisa5/2006/07/14300.pdf (Portuguese version only)
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	Does the regulation provide a definition of 'embryo', if so which one?

	
	The Portuguese regulation doesn’t provide a definition of “embryo”.
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	Is hESC research allowed and in what terms and conditions?

	
	The article n. 9 of the law forbids the deliberate production of human embryos specifically for research purposes.

However, scientific hESC research can be allowed provided it is reasonable to expect that the investigation project will benefit mankind. Research must aim:

Prevention, diagnosis or therapy on embryos;

Perfection of Medically Assisted Reproduction techniques;

Creation of stem cell banks for transplantation programs or other therapeutic purposes.

	4


	If yes, which body is in charge of the approval of hESC research (ethics review)?

	
	The law n. º 36/2006 created the National Council for Medically Assisted Reproduction, in charge of the approval of the investigation projects for hESC research.
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	Is the creation of embryos for research purposes, or stem cells procurement, allowed in your country, if yes at what conditions?

	
	As mentioned above, the deliberate production of human embryos specifically for research purposes is forbidden.

According to Arts. 9, 24 and 25, IVF techniques must ensure only the necessary number of embryos for the success of the IVF process. 

Only embryos whit particularly severe genetic anomalies with no conditions to be preserved or implanted, embryos not derived by fertilization of a human oocyte by human sperm, or those created to enhance the success rate of IVF who became supernumerary and no longer a part of a parental project, can be used for research purposes.
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	Is the source of hESC used in research traceable and well documented?

	
	According to Art. 16, personal genetic and health data regarding medically assisted reproduction techniques is regulated by Law n.º 12/2005, of the 26th of January, concerning genetic and health personal information.

The text is available on http://www.dre.pt/pdfgratisa5/2005/01/018A00.pdf (Portuguese version only)

Further regulation on data documentation, storage and access is being prepared.
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	 What are the formal ethical and legal requirements for hESC research approval?

	
	The regulation of the conditions under which the investigation projects will be evaluated is being prepared.

However, in Art. 9º the actual law still requires that scientific hESC research is made for prevention, diagnosis or therapy on embryos, for the perfection of Medically Assisted Reproduction techniques or for the creation of stem cell banks for transplantation programs or other therapeutic purposes.

Additionally, research can be allowed provided it is reasonable to expect that the investigation project will benefit mankind.
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	 Does the relevant regulatory frame foresee informed consent procedures from individuals involved in embryo donation for research, if so could you please describe them?

	
	According to the present law, the use of supernumerary embryos or of embryos with particularly severe genetic anomalies entails previous informed consent from donors. This consent must also be express, free and conscientious.

It is expected that the regulation to further to the law establishes further requirements for consent.
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	 Is financial inducement allowed? If so, in what terms?

	
	Art. 18 states that the purchase or sell of embryos or any other biological material obtained from the use of Medically Assisted Reproduction techniques is forbidden.
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	 Are ad hoc data protection provisions be defined for hESC research?

	
	This regulation is being prepared.
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	Are data deriving from hESC projects necessarily provided, whether positive or negative (in form of publications)?

	
	At this time, there is no knowledge of research involving human embryos being made in Portugal.

The regulatory framework under which the investigation projects will be made is being prepared.
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	How is patenting of hESC lines regulated?

	
	By the Decree-Law n.º 36/2003, of the 5th of March, Portugal transposed the Directive 98/44/CE of the European Parliament and the Council of the 6th of July, regarding the legal protection of biotechnological inventions.

Art. 53º of this decree-law states that the use of human embryos for industrial or commercial purposes, as well as the human body, in his various stages of development or by the mere discovery of one of his elements, aren’t patentable. 

The text is available on 

http://www.dre.pt/pdfgratisa5/2003/03/054A00.pdf (Portuguese version only)
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