Waiver or Alteration of Informed Consent

Obtaining signed consent is the standard for all studies. 

A signed consent is the standard for research with human subjects, however, there are instances when the IRB may waive or alter the requirement for the consent process. The investigator must provide clear, detailed justification for why the IRB should consider waiving this requirement.
One or more elements of informed consent may be waived or altered if the IRB determines that the research involves

· no more than minimal risk to the subjects

· the waiver or alteration will not adversely affect the rights and welfare of the subjects
· the research could not practicably be carried out without the waiver or alteration, and,
· Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
Simply because it is difficult, time-consuming, or costly does not make it impractical to obtain consent.

There may be times where providing all or some of the elements of consent is appropriate but it may not be necessary to obtain a signed consent form.

· In minimal risk behavioral research where disclosing every detail of the study may alter the behavior under study and make the study scientifically unsound, the IRB may require a signed consent form but allow the investigator to leave some information out as long as he or she debriefs the subjects after their part in the study is complete. 
· If linking a subject to a particular study creates a risk that would not otherwise exist. An example would be a minimal-risk study documenting an illegal behavior in which a signed consent form may put the subject and researcher at risk for criminal or civil liability.
· If the study presents no more than minimal risk of harm and when it does not involve procedures for which written consent is normally required outside of the research context. 
· A phone survey where the researcher and subject do not otherwise directly interact

However, the IRB may still require the investigator to provide subjects with information about the research. This may be achieved with a written but not signed information sheet or card given to each subject.  
Basics of informed consent

· Identification of researcher and contact information

· Purpose of the research
· Description of procedures 
· Description of risk 
· Description of benefit 
· Extent confidentiality will be maintained 
· Contact for research, subjects’ rights, and adverse-event issues 
· Participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and 
· The subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled

