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Informed Consent in Genetic Research

Federal guidelines require that all IRBs alert investigators engaged in human genetic research that they should address specific issues regarding human genetic research. Genetic research encompasses pedigree studies; positional cloning studies; DNA diagnostic studies; and gene therapy research. Unlike the risks presented by biomedical research which is mainly concerned with physical harm, the risks of genetic studies and gene therapy present risks of social and/or psychological harm. Genetic studies that generate information about the subjects’ personal health risks can provoke anxiety, confusion, damage to familial relationships and compromise subjects’ insurability and employment opportunities. For these reasons, special attention must be paid to the construction of the informed consent document. 

Below are some suggestions for constructing a consent form to be used in addition to the item in a regular consent form when genetic research is a component of a clinical protocol. 

Purpose of Study


( Inform subjects that the sample will be used for genetic research

Duration


  ( Inform subjects how long sample will be stored

Control and Ownership of the Specimens/Materials



(  Explain who owns materials

  (  Inform subjects if research could lead to commercially valuable product


( Indicate whether subjects will receive a portion of profits

Subject Access to Genetic Information


( Inform subjects regarding what information entitled to receive


( Inform subjects if results will not be provided and explain why

( If findings are to be disclosed, describe disclosure procedures (e.g., genetic counseling)

( Indicate at what point in research the findings will be disclosed (e.g., interim results)


( Indicate policy regarding disclosure of incidental findings

Secondary Use

( Inform subjects if subsequent investigators may be given access to samples with direct or indirect identifiers


( Give subjects option of consenting now to future second use


( Inform subjects they may be re-contacted or


( Give subjects option to indicate if willing to be re-contacted


( Subjects may want to limit use of sample

Confidentiality and Privacy


( Address procedures for maintaining confidentiality


For example, explain whether there are identifiers linked to data/material


Describe plans for physical security of data/sample


Indicate if a Certificate of Confidentiality has been obtained

( Address limits to confidentiality (e.g., who will have access and under what circumstances)

For example, indicate which third parties (e.g., family, third party payers, employers, subjects’ physician) would have access 

Pedigree studies can assure names can not be published, but demographic information may lead to identification If possibility that cannot publish without disclosing individual names, need permission to publish names

Costs to Subject

( Inform subject of any costs of participation not covered in study such as the costs of genetic counseling or psycho/social counseling

Significant New Findings


( Discuss policy regarding willingness to inform subjects if later tests have clinical relevance

Withdrawal from Research Study

( Inform subjects of right to withdraw without penalty and include procedures for doing so.


( Inform subjects of procedures for subsequently requesting that samples/materials be destroyed, or

( Inform subjects of procedures for subsequently requesting that identifiers be removed from materials

( Describe any limitations on ability of subjects to withdraw data or DNA samples


