NASA IRB SOP – 405: Appendix 1
Not Human Subjects Research (NHSR) Determination Questionnaire
 Date:____________
	  General Information

	  Research Title: 
  PI:                                                                                                  Person Submitting this Form:


This form is to be submitted in lieu of a full protocol and informed consent when determining if a project meets the definition of Human Subject Research.
	  Section I: Definition of Research

	  First, the protocol must meet the definition of research, defined by NASA, DHHS, and the FDA [NASA 14CFR1230. 102(l); HHS 45CFR46.102(l); DA 21CFR50.3(c), 21CFR56.103(c), 21CFR312.3(b), and 21CFR812.3(h)].




1. What is the purpose?
Briefly describe the purpose or objectives of the project.
2. Based on your answer to #1, is your project a systematic investigation, including research development, testing and evaluation?
A systematic investigation is an activity that involves a prospective plan that incorporates data collection (quantitative or qualitative) and data analysis to answer a question. Examples that are and are not considered a systematic investigation can be found in SOP 405.
3. Based on your answer to #1, is your project designed to develop or contribute to generalizable knowledge?
Activities designed (with intent) to develop or contribute to generalizable knowledge are those designed to draw general conclusions, inform policy, or generalize findings beyond a single individual or an internal program.
NOTE: The intent to develop or contribute to generalizable knowledge makes an activity research. Publication/dissemination is not a determining factor for whether an activity is human research requiring review and approval by the IRB. Results do not have to be published or presented to qualify the activity as research. Examples that are and are not considered to contribute to generalizable knowledge can be found in SOP 405.







	Checklist: Definition of Research 
Use responses to questions 1-3 to complete the checklist.
	YES
	NO
	NOT SURE

	Is the activity a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge?
	|_|
	|_|
	|_|

	Does the activity involve a research/clinical investigation regulated by the FDA?

	|_|
	|_|
	|_|

	If you answered “NO” to all of the above, the activity is NOT research  the project is NOT Human Subjects Research.   Submit this form to the NASA eIRB and the NASA IRB will issue a Not Human Research Determination letter.

If you answered “YES” to either of the above in Section I: Definition of Research  proceed to Section II: Definition of Human Subject

If If you answered “NOT SURE” to any of the above  proceed to Section II: Human Subject Research 




	  Section II: Definition of Human Subject Research

	  Second, the protocol must meet the definition of a human subject, defined by NASA, DHHS, and the FDA [14CFR1230.102(e); 45CFR46.102(e); 21CFR50.3(g), 21CFR56.103(e), 21CFR312.3(b), and 21CFR812.3(p)].




4. What is the population?
Describe the population or group of participants you will use in the project. 

5. Will you involve humans in which you will
(i) Obtain information or biospecimens through intervention[footnoteRef:1] or interaction[footnoteRef:2] with the individual, and use, study, or analyze the information or biospecimens; [DHHS and NASA] [1:  Intervention: Includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. ]  [2:  Interaction: Communication or interpersonal contact between investigator and subject.] 

(ii) Obtain, use, study, analyze, or generate identifiable private information[footnoteRef:3] [footnoteRef:4] or identifiable biospecimens[footnoteRef:5]? [DHHS and NASA] [3:  Private information: Includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information which has been provided for specific purposes by an individual and which the individual can reasonably expect will not be made public (for example, a medical record).]  [4:  Identifiable private information is private information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the information.]  [5:  An identifiable biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimen.] 

or
(iii) Use the individual as a recipient of a test article or as a control? [FDA]

6. What are the procedures?
Please describe the interaction, intervention, and/or data collection procedures undertaken to obtain information for the project.  NOTE: Activities involving information collected from individuals but not generalizable about individuals may not involve a human subject as defined by the regulations.  Examples of research that does not involve human subjects can be found in SOP 405.

7. What are the data and/or biospecimens to be collected? Does it involve any of the International Partners?



8. How will the data and/or biospecimens be analyzed?


9. Will data and/or specimens be identifiable[footnoteRef:6] and how will those data be used?  [6:  Identifiable: The identity of the subject is or may readily be ascertained by the investigator or associated with the information. This includes when private information or specimens is linked to specific individuals by the investigator(s) either directly or indirectly through coding systems.] 

Please describe in terms of coded[footnoteRef:7] identifiable data, de-identified[footnoteRef:8], or anonymous[footnoteRef:9] as these are discrete terms. Also, please explain if data and/or specimens will be disclosed identified to some members of the team and not to other members of the team. [7:  Coded: Direct personal identifiers have been removed and replaced with numbers or letters; but the original identifiers are retained in such a way that they can be traced back to the source by someone with the code or key.]  [8:  De-identified: All direct personal identifiers are permanently removed (e.g., from data or specimens), no code or key exists to link the information or materials to their original source, and the remaining information cannot reasonably be used by anyone to identify the source. For example, identifiers like name, date of birth, email addresses, or full face photos have been removed.]  [9:  Anonymous data: Unidentified (i.e., personally identifiable information was not collected, or if collected, identifiers were not retained and cannot be retrieved); information or materials (e.g., data or specimens) that cannot be linked directly or indirectly by anyone to their source.] 














	Checklist: Definition of Human Subject
Use responses to questions 4-9 to complete the checklist.
	YES
	NO
	NOT SURE

	Does the activity involve human subjects?
	Are the data being obtained about living individuals?
	|_|
	|_|
	|_|

	
	If you answered “YES” or “NOT SURE” please continue with the questions.  If you answered “NO”, the activity is NOT Human Subject Research, no IRB review is needed

	
	Are the data collected about the participants through intervention or interaction with individuals?
	|_|
	|_|
	|_|

	
	Does the activity obtain, use, study, analyze, or generate identifiable private information or identifiable biospecimens to be used in the project or project analysis?
	|_|
	|_|
	|_|

	
	Does the research involve human subjects (healthy or patients) who will serve as the recipient or a test article or as a control?
	|_|
	|_|
	|_|

	If you answered “YES” to any of the three questions above the activity is Human Subject Research,  an eIRB submission is required.

 If you answered “NO” to all three questions above, the activity is NOT Human Subject Research   Submit this form to the NASA eIRB for a Not Human Research Determination letter.

If you answered “NOT SURE” to any of the above, please submit this form to the NASA eIRB and contact the NASA IRB Office. 



