
IRB Tip: Observational Studies

guidance for implementing federal and institutional IRB policies 
This usually involves fieldwork, or ethnographic research, involving observation of and

interaction with persons or groups being studied in the group's own environment, often for long periods of time. Because field work is a research process that gains shape and

substance as the study progresses, it is difficult, if not impossible, to specify detailed

contents and objectives in a protocol. Often a waiver of informed consent is given for this

type of research. However, the investigator should supply the IRB with a copy of the types of questions or issues that will be discussed with the subjects.

Researchers should discuss the following in the appropriate item(s) of the Research Plan:

1. What types of activities will be observed.

2. Whether or not the Researcher will participate in the activities observed.

3. Describe the public locations where the researcher will conduct these

observations.

4. Whether or not the research will have any direct contact or interaction with

subjects. If yes, this should be described.

5. Whether the data will be recorded anonymously. If not, will a key code be used

and who will have access to the data.

6. If video and/or audio taping be done or photographs be taken, then describe the

confidentiality measures to be taken including storage, safeguarding measures.

If the research involves observation (including observation by participants) of public

behavior, the Researcher must also make clear whether the responses are recorded in such a manner that the human subjects can be identified, directly or through identifiers linked to the subjects. In addition, could the subject's responses, if they became known outside the research, reasonably place the subject at risk of criminal or civil liability or be damaging to the subject's financial standing or employability; or does the research deal with sensitive aspects of the subject's own behavior, such as illegal conduct, drug use, sexual behavior, or use of alcohol.
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