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MCU Independent Ethical Review Board (ERB)
1174 E 2700 S STE 2, SLC, UT 84106-2671
1-866-680-2756│1-801-649-5230
Fax: 1-866-207-2024│erb@midwifery.edu

REVIEW LEVEL DETERMINATION
	Project Title: 
	

	Principal Investigator (PI):
	

	PI Email:
	
	PI Phone: 
	

	PI Department:
	

	Student Researcher:
	
	Student Email: 
	

	Class or Degree Program:
	
	Student Phone:
	


This form is intended to assist researchers in determining whether or not a project involves research with human subjects and, if so, the level of ERB review required. The ERB will make the final determination as to whether a project constitutes human subjects research.

Submit this form to the ERB only if you think that your project does NOT require ERB review and approval. Otherwise, use this form as a guide only in determining what level of ERB review is required, and then submit an Initial Application to apply for ERB approval.
Briefly describe the purpose of the project and the method(s) of data collection in the box provided below: 
	SECTION 1a: RESEARCH WITH HUMAN SUBJECTS [§46.102] 
	Yes
	No

	Does the project meet the definition of RESEARCH?

Definition: Research is a systematic investigation designed to develop or contribute to generalizable knowledge. In order to be considered research, the project must meet each of the three components of the definition. Check only the boxes that apply.

Systematic: The implementation or utilization of specific methods of inquiry or data collection that is repeated with multiple participants. Methodology alone does not determine the need for ERB review. More often than not, methods used in research (such as interviews or blood draws) are employed for reasons having nothing to do with research.

Designed to develop or contribute: Intent to disseminate results to those outside of the College via the web, poster presentations, conferences, library placement, or publication. Examples that would not be seen as dissemination outside of the College include: presentation to a department in fulfillment of a college requirement; sharing results with the sponsor or a collaborator; or student presentations to a class or campus organization.

Generalizable knowledge: Examples of generalizable knowledge include: conclusions are drawn from the data; results are analyzed for predictive value; results can be applied to a larger population (i.e., applicability is not limited to the participants).
	
   FORMCHECKBOX 
             FORMCHECKBOX 


   FORMCHECKBOX 
             FORMCHECKBOX 

                          

   FORMCHECKBOX 
             FORMCHECKBOX 


	If Yes: If you answered “yes” to all three, the project meets the definition of research. Proceed to Section 1b.

	If No: If you answered “no” to one or more, the project may not meet the definition of research or human subjects. Explain each of the “no” answers in the space below and email this form to the ERB for a final determination. Do not complete additional sections.


	SECTION 1b: RESEARCH WITH HUMAN SUBJECTS [§46.102]                                        
	 Yes
	 No

	Does the project involve HUMAN SUBJECTS?

Definition: Human subject means a living individual about whom an investigator conducting research obtains: (1) Data through intervention or interaction with the individual, OR (2) Identifiable private information.

· Intervention includes both physical procedures by which data are gathered and manipulations of the subject or the subject's environment that are performed for research purposes.

· Interaction includes communication or interpersonal contact between investigator and subject.

· 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). Private information must be individually identifiable (i.e., the identity of the subject is or may readily be ascertained by the investigator or associated with the information) in order for obtaining the information to constitute research involving human subjects. Identifiable individuals may include third parties
	   FORMCHECKBOX 

	   FORMCHECKBOX 


	If Yes: If the project is research AND involves human subjects, ERB review is required. Proceed to Section 2.

	If No: If you answered “no”, the project may not meet definition of human subjects. Explain the “no” answers in the space below and email this form to the ERB for a final determination. Do not complete additional sections.




	SECTION 2: EXEMPT [§46.101]

	If all of the research activities fall into one or more of the 6 categories below, ERB approval is required, but may be reviewed as exempt. NOTE: This does not apply to research with prisoners.
	 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 


	1. Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
	

	2. Research involving the use of educational tests, survey procedures, interview procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects’ responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, or reputation. NOTE: This does not apply to research with children unless the research is limited to observations of public behavior and the investigator(s) do not participate in the activities being observed. This category is typically reserved for research involving anonymous subjects or a non-sensitive topic.
	

	3. Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not described above, if: (i) the human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.
	

	4. Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.
	

	5. Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine: (i) Public benefit or service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.
	

	6. Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the FDA or approved by the EPA or the Food Safety and Inspection Service of the USDA.
	

	If all of the research activities fall within one or more of the categories, this study may be eligible for exempt review. Submit an application to the ERB prior to initiating any research activities.

	If some or all of the research activities fall outside of the above categories, the project is not eligible for exempt review. Proceed to Section 3.


	Section 3a: EXPEDITED [§46.303(d), §46.101(b)(2)(ii)]
	Yes
	 No

	Do any of the risks to which the participants in this study will be exposed (including medical, physical, psychological, emotional, social, and financial risks) have a greater probability and magnitude of harm or discomfort than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests?
	 FORMCHECKBOX 

	  FORMCHECKBOX 


	Will identification of the subjects and/or their responses reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation?
	 FORMCHECKBOX 

	  FORMCHECKBOX 


	Does the research involve deception?
	 FORMCHECKBOX 

	  FORMCHECKBOX 


	Does the research involve prisoners?
	 FORMCHECKBOX 

	  FORMCHECKBOX 


	If Yes: If one or more of the answers above is “yes”, the study requires full board review and approval. 

	If No: If the answers to all four questions are “no”, select one or more categories below in Section 3b.


	SECTION 3b: EXPEDITED [§46.110]
	

	If all of the research activities fall into one or more of the 9 categories below, ERB approval is required, but may be reviewed as expedited.
	  FORMCHECKBOX 


	1. (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.)
	  FORMCHECKBOX 


	1. (b) Research on medical devices for which (i) an investigational device exemption application (21

CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.
	  FORMCHECKBOX 


	2. Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:

(a) from healthy, non-pregnant adults who weigh at least 110 pounds. For these subjects, the

amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more

frequently than 2 times per week; or (b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.
	  FORMCHECKBOX 


	3. Prospective collection of biological specimens for research purposes by non-invasive means.
	  FORMCHECKBOX 


	4. Collection of data through non-invasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves.

Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.)
	  FORMCHECKBOX 


	5. Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis).
	  FORMCHECKBOX 


	6. Collection of data from voice, video, digital, or image recordings made for research purposes.
	  FORMCHECKBOX 


	7. Research on individual or group characteristics or behavior (including, but not limited to, research

on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.
	  FORMCHECKBOX 


	If all activities are limited to the categories above, this study may be eligible for expedited review.

	If some or all of the activities fall outside of the above categories, the study requires full board review and approval. 
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