




 

that there should be tighter controls against improper re-identification of de-identified patient or 

subject data.
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In light of the very significant impact that inappropriate disclosure of research subjects’ 

genetic data may have, ACP believes that researchers should be required to obtain fully informed 

and transparent consent from the subjects of genetic research.
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   Fully informed and transparent 

consent requires the disclosure of all potential uses of patient biological materials and data. The 

consent process should be in language understandable to research subjects and needs to include 

the preference of the research subject regarding future contact for notification about results 

and/or consent for additional research participation. Research should be limited to the use 

specified by the protocol during the informed consent process.   Research subjects should be 

made aware that it may not be possible to withdraw their biological materials from research use 

once they are de-identified. Full disclosure of the risks and benefits of research involving 

biological material allows research subjects to make well-informed decisions.
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Consent is also an issue of concern with respect to the use of existing genetic materials.  
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