FACT SHEET

New Kansas L aw Regar ding Research Consent by Surrogate Decision-M akers

Effective July 1, 2004, Kansas law expands the group of individuals who may act as surrogate
decision-makers for participation in clinical research.

The law applies to decisions made on behalf of adults or emancipated minors who are incapable
of giving informed consent for aresearch protocol. The ability of these decision-makersto
consent on another’ s behalf only applies when the clinical research is being conducted by a
licensed physician with medical staff privileges and when the research has been reviewed and
approved by an institutional review board. If these two conditions are met, a hierarchy of
preferred decision-makers may provide informed consent on behalf of the incapacitated
individual.

This law supports the priority of decisions made by either alegal guardian or an attorney-in-fact
with the authority to make health care decisions for the individual. However, if neither such role
exists, or if the person acting in the capacity cannot be contacted using reasonably diligent
efforts, informed consent for research participation may be granted by afamily member in the
following order:

1. The adult or emancipated minor’s spouse, unlessthey are legally separated;

2. Anadult child;

3. A parent;

4. An adult relative by blood or marriage.

The law places a caveat on surrogate decision-making, in that no decision in favor of research
participation may be made if the incapacitated person has previously expressed contrary wishes,
either oraly or in writing.

KUMC researchers who are conducting clinical trials that may involve incapacitated persons
must use a consent form that has been specificaly designed for such purpose. The consent form
must be reviewed and approved by the Human Subjects Committee prior to itsuse. A consent
template is available at http://www2.kumc.edu/researchcompliance/hscforms.htm

For further information about the new law or about HSC requirements, please contact Dan V 0ss,
IRB Administrator, at 913.588.5712.
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