

   ACTIVITY TITLE:	


HUMAN RESEARCH DETERMINATION PROTOCOL 

INSTRUCTIONS:
Review HRP-103-Investigator Manual for additional guidance.
This protocol template can be used as a tool to determine if your project is human subjects research in conjunction with HRP-310-WORKSHEET- Human Research Determination. If a formal determination is required or if you are unsure if your project is human subjects research, submit in WRAP. 
If this protocol template is submitted and the project is human research, you will be required to re-submit using the appropriate protocol document.  
Prior to the initiation of any human research activity, investigators are required to submit and the IRB is required to review human research for which an institution is engaged.
The term “human research” is defined within HRP-001 - SOP - Definitions.
Section 1.0 below contains some examples of activities that are generally considered not to be human research.
When you complete this form, keep an electronic copy. You will need to modify this copy when making changes.
As you are writing the protocol, remove all instructions in italics so that they are not contained in the final version of your protocol.
NOTES:
· If your project is a retrospective case study, is exclusively using decedent data, is using publicly available data, or is using secondary data from the medical record or another source, use HRP-503c-SECONDARY RESEARCH PROTOCOL instead. Completing and submitting an incorrect protocol template may result in the return of your submission with the request to update to the appropriate template. 






[bookmark: _Toc403077388][bookmark: _Toc6926732]Examples of activities that are generally considered not to be Human Research
The following are examples of activities that are generally considered not to be human research. If your activity is limited to one of the examples below, then it is likely not human research. 

Does not meet the federal definition of research.  
1.1. Program Evaluation/Quality Assurance Review/Quality Improvement Project: Start with HRP-207-FORM-QA/QI and Program Evaluation Self-Certification Tool.
The activity is limited to program evaluation, quality assurance, or quality improvement activities designed specifically to evaluate, assure, or improve performance within a department, classroom, or hospital setting.
Note: The purpose of a Quality Assurance (QA) activity is to assure known quality. The purpose of Program Evaluation (PE) is to assess that a program is doing what it is intended to do. Generally, Quality Improvement (QI) is designed for the purpose of improving the quality of a service, a program, a process, etc. These activities are mechanisms to assure that a service, a program or process functions optimally.  Such projects are usually for internal auditing purposes only.
If you can answer "yes" to all the following questions, the activity is most likely not human research: 
1. Will you simply monitor an existing process for which there will be no manipulation of the existing process? 
2. For biomedical or social behavioral QA or PE studies, will physicians or caregivers (parents, teachers, therapists, etc.) provide usual and customary care regardless of the conduct of the study? 
3. Does the study involve collection of data to which the investigator routinely has access as part of his or her responsibilities within the institution to monitor data associated with, for example: treatment, cost containment, performance, or compliance?
Note that an evaluation, assurance review, or improvement project designed specifically for a particular setting may yield useful information for similar entities, and may still not meet the definition of human research. 
A QA/QI activity that involves introducing an untested or innovative practice or intervention, for not only the purpose of improving quality, but also for establishing scientific evidence to determine how well the practice/intervention achieves its intended results likely meets the definition of human research and requires IRB review and approval. This protocol template cannot be used for projects that meet the definition of research. 
1.2. Case Report: The project consists of a case report or series which describes an interesting treatment, presentation, or outcome involving a small number of individuals (1-5). A critical component is that nothing was done to the patient(s) with prior “research” intent.

Note that HIPAA or other state or local laws may still apply to this activity. Please consult the entity from which you received or accessed the information contained in the report for further guidance.
1.3. Course-Related Activity: The project is limited to one or more course-related activities designed specifically for educational or teaching purposes, in which students learn how to conduct research and may collect data as part of a course assignment These projects are intended to teach research methods rather than contribute to a body of knowledge, and are not considered human research if the results will not be disseminated beyond the course.

Note that some course-related activities, including those conducted by students, may yield information suggesting additional investigation or analysis. If an additional activity entails human research, then IRB review and approval is required. This protocol template cannot be used for projects that meet the definition of research.
1.4. Journalistic or Documentary Activity (including Oral History): The activity is limited to investigations or interviews (structured or open-ended) that focus on specific events (current or historical), views, etc. Such investigations or interviews may be reported or published in any medium, (e.g., print newspaper, documentary video, online magazine).
1.5. Instrument/Questionnaire Development: This activity is limited to interacting with individuals in order to obtain feedback on the types of questions which could or should be used to develop an instrument or questionnaire. The focus is on the development and construction of a data collection tool and not on the individuals who are providing feedback on the questions being developed. This will be true even when the feedback may be specifically sought from an identified group of people most likely to be affected by the topic of the instrument, survey or questionnaire. The instrument/questionnaire development process will apply to many aspects of reliability and validity testing of the instrument or questionnaire. Note that once the process gets to the level of testing discriminant, concurrent or predictive validity, the activity may need to be reclassified as human subject research.
Note: If the participant is asked to provide additional information unrelated to instrument/questionnaire construction, such as demographic information, that will be analyzed as part of a research study, the project may need to be submitted to the IRB for review and approval. This protocol template cannot be used for projects that meet the definition of research.

Does not meet the federal definition of human subjects. 
Use HRP-503c-SECONDARY RESEARCH PROTOCOL and submit a new study in WRAP. 
1.6. Research Using Public or Non-Identifiable Private Information about Living Individuals: The activity is limited to analyzing data about living individuals 
· where the data have been retrieved by the investigator from public, non-restricted data sets or 
· where the private data have been provided to the investigator without any accompanying information by which the investigator could identify the individuals.

Note that “de-identified data” according to HIPAA may be identifiable according to the DHHS definition of “Human Subjects” above. Please consult HRP-310 - WORKSHEET: Human Research Determination for clarification and contact the WVU OHRP with any questions regarding research with existing data.
1.7. Research Using Health Information from Deceased Individuals: This activity is limited to analyzing data (identifiable or not) about deceased individuals/decedents.
Note that research with deceased individuals is not considered Research with Human Subjects according to DHHS, but research using specimens from deceased individuals may be considered Research with Human Subjects according to the FDA. Please review HRP-310 – WORKSHEET – Human Research Determination for clarification. Note also that HIPAA and/or other state or local laws may still apply to this activity. 
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Description of Activity

1.8. Activity Title
Include the full protocol title. 
1.9. Project Category 
Identify the category of the project (QA/QI, Program Evaluation, etc.)
1.10. Justification of Category Selection 
Provide justification for category selection and rationale for project not meeting the federal definition of research. 
1.11. Principal Investigator
Name
Department
Telephone Number
Email Address 
1.12. Version Number/Date
Include the version number and date of this protocol. 
1.13. Purpose
Describe the purpose, specific aims, or objectives of the project.  Identify the intended outcome.
1.14. Procedures
Describe the procedures used to obtain information from the individuals with whom you will interact or intervene for this activity, including communication or interpersonal contact with individuals and physical procedures, if any. 
1.15. Data and/or specimens
Describe the data and/or specimens that you will gather, including names of datasets you will access and links to data sources.
· Data and/or Specimen Collection and Analysis
Describe the data and/or specimens you will collect and how they will be analyzed.
· Data and/or Specimen Collection Method
Describe how you will obtain the data or specimens. (Are you obtaining them from another researcher? Are you pulling data directly from a medical record? Are you pulling leftover samples from a lab?)
· Identifiability of Data or Specimens
Indicate whether the data or specimens you collect for this activity can be directly linked to individuals, (e.g., the dataset includes names), indirectly linked through a code (e.g., the dataset includes a code and you have the key to the code), or not linked at all to individuals (e.g., the dataset includes a code, but no one other than the person giving you the data or specimens has the key to the code).
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