Ethical Human Subject Research: Demystifying the Process

Research with Human Subjects

The University of Washington requires that all research undertaken by faculty, students or staff involving human subjects must be reviewed and approved PRIOR to contacting potential subjects or beginning secondary data analysis 

What is Research?

· Systematic study intended to increase the body of generalizable knowledge

What is a Human Subject?

· A person from whom you gain information through interaction or intervention

· A person about whom you collect private and identifiable data

· HSD has approved a list of publicly available datasets that are outside this definition

Potential Risk/Benefit Analysis

· Potential benefit depends on the scholarly integrity of the research

· Potential risks can be of various types

· Physical, Emotional

· Economic, Professional

3 Levels of Review

· Exemptions from Institutional Review

• Forwarded to HSD, who issue final approval to researcher; 3-4 wks)

· Minimal Risk Review (HSD Staff); 8+ weeks

· Full Review, Behavioral Committees C, G, and J, 8+ wks

Informed Consent Process



· Competent and of legal age (“assent” for minors)

· Informed about the activities of highest risk

· Informed in understandable language

· Consent must be freely given & can be withdrawn at any point

· Templates on HSD and CoE web sites

Help with the Process

· CITI Student web training (type “CITI” in UW search box)

· Faculty Advisor, for students

· College web site; HSD web site (current forms are there), CITI web training

· Louise Clauss, CoE Grants Manager (processes all applications) 

· Deborah McCutchen, Associate Dean for Research

Tips for success

· Be clear and complete on application about how participants will be recruited and what they will experience; include scripts and study materials

3 Levels of Review

Exemptions (almost) most relevant to Education

· Research conducted in established or commonly accepted educational settings, involving normal educational practices

· Research involving the use of educational tests, survey or interview procedures, or observation of public behavior, unless subjects can be identified & disclosure could be damaging (Not minors*)

· Research involving the collection or study of existing data, if sources are publicly available or if the information is recorded in such a manner that subjects cannot be identified, directly or through identifiers

· All certificates of exemption are forwarded to HSD, who review and issue final approval

Minimal Risk (Expedited*) Review

· Research activities involving “no more than minimal risk” -- equal to levels encountered in everyday life

· Not typically appropriate for research involving vulnerable populations

· Complete Form 13-11

Full Review by Committee

· All research not meeting the criteria for Exemption or Minimal Risk
· Complete Form 13-11

