
NOT HUMAN SUBJECT RESEARCH
When assessing if a project is research, and specifically human subject research, consideration must first be given to whether the individual or institution is engaged in research. DHHS has established Guidance on Engagement of Institutions in Human Subjects Research to help make this initial determination. 

DHHS has also issued Correspondence on “Non-engaged” Scenarios to add clarity to certain situations.

Research on coded private information or human biological specimens

Some specific research activity involving coded private information or human biological specimens that is conducted or supported by DHHS may not be considered human subject research based on DHHS Guidance on Research Involving Coded Private Information or Biological Specimens.
That guidance clarifies the distinction between research involving coded private information or specimens that does not involve human subjects and human subject research that qualifies for exemption. The guidance applies to existing private information and specimens and private information and specimens to be collected in the future for purposes other than the currently proposed research.  
Not human subject research versus exemption
OHRP has provided clarification regarding the distinction between research involving private information or specimens that does not involve human subjects and research that is exempt. OHRP recommends the following sequential assessment when evaluating a particular activity conducted or supported by HHS:
1. Does the activity involve research? If yes, proceed to question 2. If no, 45 CFR part 46 does not apply to the activity.
2. Does the activity involve human subjects? If yes, proceed to question 3. If no, 45 CFR part 46 does not apply to the activity.

It is important to focus on what is being obtained by the investigators. If the investigators are not obtaining either data through intervention or interaction with living individuals, or identifiable private information, then the research activity does not involve human subjects. Therefore, no assessment of the research activity using question 3 below regarding exemption is required because the exemption provided for under 45 CFR 46.101(b) apply only to research involving human subjects.

3. Is the activity exempt under 45 CFR 46.104? If yes, 45 CFR part 46 does not apply. If no, 45 CFR part 46 does apply.
Quality Improvement
Some projects may involve quality improvement and do not constitute research that is subject to IRB review and approval. CHA has created a comprehensive guidance for researchers on QI versus Research. 

Please refer to the CHA guidance on QI versus research.

DHHS has also created a Quality Improvement Activities - FAQs guidance.
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