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Does a new activity require MDHHS IRB review? 
I. Is the activity research?
a. Does the activity include a systematic investigation (where a systematic investigation includes activities such as research development, testing, and evaluation)?
No – STOP, this activity does not require MDHHS IRB review.
Yes – continue to I.b.
b. Is the activity designed to develop or contribute to generalizable knowledge?
No – STOP, this activity does not require MDHHS IRB review.
Yes – continue to I.c.
c. Is the activity limited to the following list of activities?
i. Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.
ii. Public health surveillance activities, including the collection and testing of information or biospecimens conducted, supported, requested, ordered, required, or authorized by a public health authority (where a public health authority means an agency or authority of the United States, a state, a territory, a political subdivision of a state or territory, an Indian tribe, or a foreign government, or a person or entity acting under a grant of authority from or contract with such a public agency, including the employees or agents of such public agency or its contractors or persons or entities to whom it has granted authority, that is responsible for public health matters as part of its official mandate). Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance. Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health.
iii. Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.
iv. Authorized operational activities in support of intelligence, homeland security, defense, or other national security missions.
No – This activity is research, please continue to section II.
Yes – STOP, this activity does not require MDHHS IRB review.

II. Does the research involve human subjects?
a. Will an investigator (whether professional or student) obtain information about living individuals as part of this activity?
No – STOP, this activity does not require MDHHS IRB review.
Yes – continue to II.b.
b. Will the investigator obtain information or biospecimens through intervention (including either physical procedures by which information or biospecimens are gathered (e.g., venipuncture) or manipulations of the subject or the subject’s environment that are performed for research purposes) with the individuals and then use, study or analyze the information or biospecimens?
No – continue to II.c.
Yes – This research involves human subjects, please continue to section III.
c. Will the investigator obtain information or biospecimens through interaction (including communication or interpersonal contact between investigator and subject) with the individuals and then use, study, or analyze the information or biospecimens?
No – continue to II.d.
Yes – This research involves human subjects, please continue to section III.
d. Will the investigator otherwise obtain, use, study, analyze, or generate identifiable information about individuals, or obtain, use, study, or analyze identifiable biospecimens (where identifiable means the identity of the subject may readily be ascertained by the investigator or associated with the information or biospecimen)?
No – STOP, this activity does not require MDHHS IRB review.
Yes – continue to II.e. 
e. Will the investigator otherwise obtain, use, study, analyze, or generate private information (where private information includes either information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, or information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public)?
No – STOP, this activity does not require MDHHS IRB review.
Yes – This research involves human subjects, please continue to section III.

III. Is MDHHS engaged in the research?
a. Are employees or agents, for the purposes of the research project, obtaining:
i. Data about the subjects of the research through intervention or interaction with them;
ii. Identifiable private information about the subjects of the research; or
iii. The informed consent of human subjects for the research?
No – continue to III.b.
Yes – MDHHS is engaged in human subjects research requiring MDHHS IRB review
b. Is the research sponsored or funded by MDHHS?
No – continue to III.c.
Yes – MDHHS is engaged in human subjects research requiring MDHHS IRB review
c. Is the research conducted by or under the direction of any employee or agent of MDHHS in connection with his or her responsibilities to MDHHS?
No – continue to III.d.
Yes – MDHHS is engaged in human subjects research requiring MDHHS IRB review
d. Is the research conducted by or under the direction of any employee or agent of MDHHS using any property or facilities of MDHHS?
No – continue to III.e.
Yes – MDHHS is engaged in human subjects research requiring MDHHS IRB review
e. Does the research involve potentially identifiable, non-public MDHHS information about individuals?
No – STOP, this activity does not require MDHHS IRB review.
Yes – MDHHS is engaged in human subjects research requiring MDHHS IRB review

