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IRB Initial Submission Form
This form includes all the questions that you will be asked in the electronic Cayuse software system. The form can be used among members of a research team and their faculty advisor (if applicable) to work on drafts prior to entering the information into Cayuse.

DO NOT submit this form to the JMU Office of Research Integrity! All new protocols must be submitted through https://jmu.app.cayuse.com/
Further instructions on the submission process, including accessing the Cayuse system from off campus, can be found at http://www.jmu.edu/researchintegrity/irb/irbsubmit.shtml. 

Study Title:

Getting Started

Check “Yes” for “I have read the information above and am ready to begin my submission.”

Project Personnel

Principal Investigator:

Primary Contact (can be the same as the Principal Investigator):
Co-Principal Investigators (all co-PI’s will be required to certify the initial protocol submission and all subsequent revisions. Co-Principal Investigators are able to edit the protocol. If you have a research team with numerous student researchers, then we recommend that the students be listed under the Co-Investigator section):

What kind of affiliation does the Co-Principal Investigator have with this institution?

(Faculty, Undergraduate Student, Graduate Student, Staff, Other)

List each co-principal investigator and their affiliation with JMU.
Co-Investigators (Co-Investigators will not be able to edit the protocol and will not have to certify the initial submission and revisions):

What kind of affiliation does the Co-Investigator have with this institution?

(Faculty, Undergraduate Student, Graduate Student, Staff, Other)

List each co-investigator and their affiliation with JMU.
Other Personnel (Other Personnel will not be able to edit the protocol and will not have to certify the initial submission and revisions):

What kind of affiliation does the Other Personnel have with this institution?

(Faculty, Undergraduate Student, Graduate Student, Staff, Other)

List each Other Personnel and their affiliation with JMU.
Conflict of Interest

Conflict of Interest can occur when individuals involved in academic activities (research or teaching) have financial or other secondary interests from which they might personally benefit depending on the results of the research, or which might bias educational presentations.

Do any of the study personnel have a financial conflict of interest related to this project? Check “Yes” or “No.”
If you check “Yes”:
Provide the name(s) of the person(s) with financial interests to disclose.

If you cannot find the person you are looking for in the person finder above, please list them here.
Please explain.
Basic Information

Study Sites

	List all sites/locations involved with this project.
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	Online (e.g. Zoom, Qualtrics, Prolific, etc.)
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	On JMU's Campus
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	Off JMU's Campus


Collaboration Information

	External Sites
Will any research activities occur at any External Sites in the US? This would include sites not affiliated with this institution or that have their own IRB.
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	Yes
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	No


If you check “Yes”:
	IRB Oversight Arrangements
Indicate how IRB oversight is organized for this study.
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	Study involving more than 1 site where each site will conduct their own IRB review
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	Multi-site study (multiple US sites participating in a research study using the same protocol) where JMU is the Reviewing IRB (IRB of Record) for all sites
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	Multi-site study (multiple US sites participating in a research study using the same protocol) where JMU site is Relying on an External IRB


	External Collaborators
Will any External Collaborators be conducting research activities?
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	Yes
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	No


If you check “Yes”:
	External Collaborator Information


	Name and Affiliation of all External Collaborators
List all External Collaborators, the institution they are affiliated with (if any), and their duties in the study.


	International Sites
Will any research activities occur at non-US sites?
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	Yes
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	No


If you check “Yes” you will need to complete the International Research section that follows.
International Research

The Office of Human Research Protections (OHRP) has compiled a document listing over 1,000 laws, regulations, and guidelines on human subjects protections in over 100 countries and from several international organizations: International Compilation of Human Research Standards.

Justification of International Setting
Explain the scientific and ethical justification for conducting research in an international setting.

International Locations
List all cities, regions, provinces, and countries where research will be conducted.

International Collaborators
List and describe all collaborating  international sites, agencies, or institutions involved in research.  Be sure to address the following:

· Name of site
· Role of site (e.g., performance site, data coordinating center, etc.)
· Names and qualifications of individuals at the site participating in research
· Role/activities of any individuals at the site related to the research
Data/Specimen Access

Identify the institution(s)/government(s) who will have access to the data/specimens, and specify the level of data/specimens which they will access(e.g., anonymous, coded, individually identifiable, etc.).
Local Context Information

	For each site, as applicable, address the questions below.


*required

	International Oversight Requirements
Identify all required local permissions required to conduct research (e.g., institutional permissions, local government requirements/ procedures, etc.). Explain if you will obtain approval from a local IRB or ethics committee, evaluation by a consultant, or input from another individual or entity with knowledge of the study site.


Applicability of Research to Location
Describe how the research may address an important scientific question regarding the host community/country. If applicable, describe how the proposal is responsive to local health needs of the host community/country. Describe both the standard of care in the USA and the available standard of care/alternatives in the host community/country.
Community Consultation
Outline the PI's knowledge of the local community.

· Include discussion of planned or completed community consultation activities regarding the consent process, consent documentation, study instruments.
· Identify the participants in the planned or completed community consultation.
· Describe the methods, discussions, and meetings.
Additional Local Context
Describe any other relevant aspects of the local context where the research will take place. Include information about local customs, laws, standard of care, privacy concerns, logistics,  societal and cultural beliefs that may have impact, current events, sociopolitical factors, etc.
Participant Protections
	For each site, as applicable, address the questions below.


	Literacy and Study Documents
· Describe the literacy level of the population.
· Discuss how subjects' comprehension of the consent process will be maximized.
· Explain how the cultural appropriateness of the consent process and consent document (if applicable), study instruments, etc. has been determined.
· Describe your plan to ensure that consent form and other documents as applicable will be translated into the appropriate language(s) after the English versions are approved by the IRB.
· Describe the languages and dialects of the potential subject population.


	Status of Women
Discuss the status of women in the local community/country.

If the status of women in the international location(s) is different than in the United States, address the following issues:

· How will you ensure women's voluntary participation in the research?
· If women's consent will be supplemented by a male (spouse, brother, father, etc.), explain why it is impossible to conduct the research without obtaining supplemental male permission for female subjects.
· Explain why failure to conduct the research could deny its potential benefits to women in the host country.
· Outline the measures to be incorporated in the research protocol to respect women's autonomy to consent.
· Provide written assurance that no competent adult woman be enrolled in research solely upon the permission of another person.



Clarification of Research vs. Treatment
Research may provide subjects with beneficial care. In some developing countries, the type and level of clinical care provided to subjects may not be available to those subjects outside of the research context. It is a misconception to believe that the purpose of clinical trials is to administer treatment rather than to conduct research. With that in mind, address the following:

· Explain how the investigator will minimize the likelihood subjects will believe mistakenly that the purpose of the research is solely to provide treatment rather than to contribute to scientific knowledge.
· Clarify whether there has been an effort to secure continued access for all subjects to needed experimental interventions that have been proven effective at the conclusion of the project.
· Explain how the investigator will secure continued access (for subjects) to needed experimental interventions that have been proven effective at the conclusion of the project. Alternately, explain why the investigator has not secured continued access (for subjects) to needed experimental interventions that have been proven effective at the conclusion of the project.
· Explain whether, if proven effective, the procedures will be available to some or all of the host country population. Also explain either (1) why the research procedures (if effective) will NOT be made available to the host country's population, OR, (2) how the research procedures (if effective) will be made available to the host country's population. Please include a description of any pre-negotiations among sponsors, host country officials, and other appropriate parties aimed at making interventions available after the research.
END OF THE INTERNATIONAL RESEARCH SECTION
Project Type

	What type of project is this submission for?
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	Activities Without a Plan to Conduct Research (Case Report, Quality Improvement project, Public Health project) OR Research in which this Institution is Not Engaged


	Select this option if either are true:


· You are not sure if your project requires IRB oversight.

· You need a formal determination from the IRB on if the project requires IRB oversight.
If you check this box, you will complete the NHSR or Not Engaged in Research checklist that follows.
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	118 Determination/Future Human Research


	Select this option if BOTH are true:


· This research project will involve or may involve human subjects in the future, but future protocol development must take place first.

· You need documentation of IRB review in order to release your grant funds.
If you check this box, you will complete the 118 Determination/Future Human Research section that follows.
118 Determination/Future Human Research
Human Subject Plans
Does your research project currently contain a definite plan for involvement of human subjects?
[image: image15.wmf]
Yes

[image: image16.wmf]
No

*required

Project Description
Provide a non-technical description of the research project as is currently known, such as the Purpose, Study Population information Procedures, etc.
End of 118 Determination/Future Human Research Section
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	Research Study



If you check this box, you will complete all of the Research Study sections that follow.
Study Dates

Start Date:

End Date:

Funding

Does this project have any funding? If it does, is it internal or external funding?

Submission Type

Check the most appropriate boxes in either the Exempt OR Expedited/Full Board checklists.
	Exempt study
Some types of research involving minimal risk to participants is considered under the exempt category. Exempt research still requires review to determine if it qualifies for exemption.




	Please choose from the items below. If your research does not fit here, scroll down to choose from the other application types below.
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	Category 1: Educational Practices: Research conducted in established or commonly accepted educational settings, involving normal educational practices that are not likely to adversely impact student's opportunity to learn required educational content of the assessment of educators who provide instruction. This includes most:
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	Research on regular and special education instructional strategies; or
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	Research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.
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	Category 2: Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior (including visual or auditory recording), if at least one of the following criteria is met:
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	The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; or
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	Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
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	The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination that there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data. 


	*This limited IRB review option may not be used for research involving children.*
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	Category 3: Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:
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	The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; or
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	Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
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	The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination that there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.
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	If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.




	[image: image30.wmf]
	Category 4: Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
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	The identifiable private information or identifiable biospecimens are publicly available; or
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	Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects; or
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	The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated HIPAA, for the purposes of health care operations, research, or public health activities and purposes as defined at 45 CFR 164; or
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	The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with federal regulations.
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	Category 5: Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads. This research is exempt IF it is designed to study, evaluate, or otherwise examine:
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	Public benefit or service programs; or
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	Procedures for obtaining benefits or services under those programs; or
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	Possible changes in or alternatives to those programs; or
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	Changes in methods or levels of payment for benefits or services under those programs.


	Note: Each Federal department or agency conducting or supporting research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.
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	Category 6: Taste and food quality evaluation and consumer acceptance studies:
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	If wholesome foods without additives are consumed, or


	[image: image42.wmf]
	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 Food and Drug Administration (FDA) or approved by the Environmental Protection Agency (EPA) or the Food Safety and Inspection Service (FSIS) of the U.S. Department of Agriculture.


Expedited/Full Board

	Expedited review is applicable to research activities that involve no more than minimal risk to the human participants and that can be placed in one or more of the categories below.

Studies that are not eligible for expedited review (do not meet the definition of minimal risk and/or do not fit into an expedited category) must be reviewed by the convened IRB.



	Please choose from the items below.
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	Category 1: Clinical studies of drugs and medical devices only when condition (a) or (b) is met:
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	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.)
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	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.
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	Category 2: Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:
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	from healthy, nonpregnant 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
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	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.
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	Category 3: Prospective collection of biological specimens for research purposes by noninvasive means.


	Examples:
· hair and nail clippings in a nondisfiguring manner;

· deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction;

· permanent teeth if routine patient care indicates a need for extraction;

· excreta and external secretions (including sweat);

· un-cannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue;

· placenta removed at delivery;

· amniotic fluid obtained at the time of rupture of the membrane prior to or during labor;

· supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques;

· mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings;

· sputum collected after saline mist nebulization.
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	Category 4:
Collection of data through noninvasive 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.)


	Examples:
· physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subjects privacy;

· weighing or testing sensory acuity;

· magnetic resonance imaging;

· electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography;

· moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.
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	Category 5: Research involving materials (data, documents, records, or specimens) that have been collected solely for non-research purposes (such as medical treatment or diagnosis)


· Some research in this category may be exempt from the HHS regulations for the protection of human subjects (45 CFR 46.104(d) )

· The phrase “…or will be collected solely for non-research purposes” pertains to the origin of the materials. For example, blood samples that were collected for a clinical test or the results of a course driven exam given in a history class.
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	Category 6: Collection of data from voice, video, digital, or image recordings made for research purposes.

Expedited Review does not apply if identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal.
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	Category 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.

Note: Some research in this category may be exempt from the HHS regulations for the protection of human subjects. 45 CFR 46.101(b)(2) and (b)(3).


Study Design

Study Background
Provide a brief summary of the scope of work of this project, using non-technical terms that would be understood by a non-scientific reader. 
Hypothesis and Objectives
Provide the study hypothesis/ research questions to be examined. What do the investigators hope to learn from this project?
Background
Discuss the present knowledge, appropriate literature and rationale for conducting the research. Include the rationale for the selected subject population.
Study Design
Describe the overall approach of the study. For example, if the study is prospective, interventional, retrospective, etc.; or, if your study includes more than one group or subject population, describe that here (e.g.,  a study with a prospective interventional and a retrospective chart review); etc.
Participant Inclusion Criteria
List and describe the inclusion criteria.
Participant Exclusion Criteria
List and describe the exclusion criteria.
	
Prior Human Subjects Research Experience
Provide the prior human subjects research experience for each study member. If the PI is a student, include the prior research experience of the Faculty Advisor(s). 


	Study Selection

Enter the number of subjects that will be enrolled in this study.
Enrollment at this Institution
Please enter the number of subjects that will be enrolled at JMU.

Total Study Enrollment
Please enter the total number of subjects to be enrolled at all study sites.

Ages
Indicate the age range of subjects included in the study. You may indicate ranges for distinct populations (e.g., if fetuses are included, less than 1 month age, or ranges like 12-17 and 30-89).
Vulnerable Populations
Knowingly including a vulnerable population means:


1. Subjects will belong to the vulnerable population at any time during the intervention, interaction, or collection of identifiable private information for the study; AND
2. You will obtain knowledge that identifies a subject as a certain member of the vulnerable population.

While you generally aren't required to determine a subject's status as a member of a vulnerable population (unless determining status is necessary to minimize risks or ensure an appropriate informed consent process), you still need to consider the involvement of vulnerable populations even if you are not specifically targeting a vulnerable population for enrollment.
Included Vulnerable Populations
Please indicate any population(s) that will knowingly be enrolled. Check all that apply.



 FORMCHECKBOX 
 Fetuses 
 FORMCHECKBOX 
 Pregnant women

 FORMCHECKBOX 
 Neonates (birth to less than 1 month)
 FORMCHECKBOX 
 Children (including infants from birth to less than 1 month determined to be viable)
 FORMCHECKBOX 
 Prisoners
 FORMCHECKBOX 
 Cognitively Impaired Adult Subjects
 FORMCHECKBOX 
 Economically Disadvantaged

 FORMCHECKBOX 
 Elderly

 FORMCHECKBOX 
 None of the above

	Justification of Vulnerable Populations


	Necessity of Inclusion
For each vulnerable population that will knowingly be included in the study, explain why their inclusion is appropriate and does not pose unreasonable additional risks. Consider:

· If the risk to the population is minimal or greater than minimal.
· The prospect of direct benefit. 
· If generalizable knowledge about the subject's disorder or condition may be gained.



Special Arrangements
For each vulnerable population that will knowingly be included in the study, describe any additional measures to ensure protection of the rights and welfare of these populations. 
	Excluded Vulnerable Populations
Will any Vulnerable Populations be deliberately excluded from participation?


	[image: image54.wmf]
	Yes


	[image: image55.wmf]
	No


Exclusion Justification
List the Vulnerable Populations to be excluded and how you will identify these individuals as members of the vulnerable population. Justify how excluding that population is consistent with principles of equitable recruitment.
Study Procedures

	Recruitment Process
Describe your recruitment procedures (e.g., when, where, and how potential subjects will be identified and recruited). Also, describe any materials that will be used to recruit subjects.


	
Compensation
Will subjects receive payment or other incentives for their participation in the study?

All compensation provided to participants with internal or external funding must comply with the JMU Financial Procedures Manual including, but not limited to, Section 4205.390-.395.
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	Yes


	Describe the payment or incentive, including:

· Amount; 

· Method; 

· Timing of any payments to subjects; 

· How payments will be prorated for subjects who partially complete the study, if applicable; and 

· If the financial incentive isn’t being paid for by internal or external grant funding, how the incentive will be funded. 
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	No


	Study Products
Will the study involve any study products? For example, drugs, biologics, devices, diagnostics, dietary supplements, or food additives.
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	Yes
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	No


	Study Interactions
Will the study involve any of the following interactions? Check all that apply. 
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	Use of educational tests (cognitive, diagnostic, aptitude, achievement)
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	Surveys
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	Interviews


	[image: image63.wmf]
	Focus groups
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	Observation of public behavior
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	Other. Please describe:


	Will your research project involve any visual or auditory recording?
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	Yes


	[image: image67.wmf]
	No


Study Procedures
Describe all study procedures and methods. For example:

· All research procedures being performed and when they are performed, including timing and amount of all data collected for research purposes.
· Which procedures will be conducted for research as opposed to standard of care or normal educational practice. In determining what procedures are research vs. standard of care/ normal educational practice, consider what procedures would happen to any individual subject who joins the study versus procedures that would occur exactly as described in the protocol even if the individual does not join the study.
· Measures taken to lessen the probability or magnitude of risks (monitoring for safety, preventing complications, etc.).
· What data will be collected. 
· Procedures that will be followed when subjects withdraw from the research, including withdrawal from intervention but continued data collection.
· Any anticipated circumstances under which subjects will be withdrawn from the research without their consent.
Participant Duration
Describe the duration of study participation, the length and number of study visits, and the timetable for study completion.
	Data


	Identifiable Data
Does this project involve the collection or use of data recorded in a manner that could identify the individuals who provided the materials, either directly or through identifiers linked to these individuals (coded data with access to the key)?


	[image: image68.wmf]
	Yes
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	No


	Anonymous Data
Does this project involve the collection or use of data recorded in a manner that no one, not even the researcher or a third party entity (e.g., Qualtrics), can connect the data to the individual who provided it through direct identifiers such as name, address, IP address or any type of identification number or indirect identifiers (i.e., other unique individual characteristics like age, race, socioeconomic level, etc.) that might make it possible to identify an individual from a pool of subjects?
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	Yes
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	No


	De-Identified
Does this project involve de-identified data? Data are considered de-identified when any direct or indirect identifiers or codes linking the data to the individual subject’s identify are destroyed or there is no potential for deductive disclosure. De-identification can occur by removing the code from the dataset or destroying the linkage file. At this point, no data can be linked back to an individual. 

If an investigator was involved with the original data collection, even if all identifiers have been removed, this is still considered human subject research and does not meet the definition of not human subject research (NHSR).
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	Yes
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	No


	Coded
Does this project involve the collection or use of coded data? This refers to data that have been stripped of all direct subject identifiers, but in this case each record has its own study ID or code, which is linked to identifiable information such as name or medical record number. The linking file must be separate from the coded data set. This linking file may be held by someone on the study team (e.g. the PI) or it could be held by someone outside of the study team (e.g. researcher at another institution). A coded data set may include limited identifiers under HIPAA. Of note, the code itself may not contain identifiers such as subject initials or medical record number. 
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	Yes
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	No


	Collection & Handling
Describe the information to be gathered and the means for collecting and recording data. Be sure to address:


· Where and how will data be stored?
· What information will be included in that data?

· How long will the data be stored?

· Who is responsible for receipt or transmission of the data?

· How will data be transported?

· If previously collected data is to be used, describe both the previous and proposed uses of these data.

· If collecting signed consent forms, how they will be securely stored. Please note signed consent forms should be stored for three years after the completion of the study.
Data Security
Describe the steps that will be taken to secure data  during storage, use, and transfer (e.g., restricting staff access, password protection, encryption, physical security, separation of identifiers from data, certificates of confidentiality, etc.).
Procedures for Sharing Results
Describe what results may be shared and how.
Data & Future Research
Will any data from this project be used for future research?
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Yes
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No

Data Analysis
Describe the data analysis plan, including any statistical procedures and a power analysis (if applicable). Describe any procedures that will be used for quality control of collected data.




Participant Protection
Potential Risks
List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the subjects related the subjects? participation in the research. Consider that the risk of breach of confidentiality is common to almost all research studies.


· Describe the probability, magnitude, duration, and reversibility of the risks. Consider physical, psychological, social, legal, and economic risks, including extra financial costs or time burden the subject may incur from participating.
· If applicable, indicate which procedures may have risks to the subjects that are currently unforeseeable.

· If applicable, indicate which procedures may have risks to an embryo or fetus should the subject be or become pregnant.

· If applicable, describe risks to others who are not subjects.

Potential Benefits
Describe the potential benefits for subjects (if any). Include the probability, magnitude, and duration of the potential benefits.
	Data & Safety Monitoring
Indicate if this project poses greater than minimal risk.


	[image: image78.wmf]
	Yes
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	No


If you check “Yes”, please complete the question that follows:
Describe all known risks or discomforts associated with study procedures whether physical, psychological or social (e.g., pain, stress, invasion of privacy, breach of confidentiality) noting probability and magnitude of potential harm. Specify the risk(s) associated with each research procedure or test.

	Deception


	Will deception be used as a method of data gathering?
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	Yes
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	No


If you check “Yes”, please complete the question that follows:
Deception Justification
Justify and support the use of deception in the project.
Subject Privacy & Confidentiality
Describe the steps that will be taken to protect subjects' privacy during recruitment, consent and study procedures.
Informed Consent Process
The IRB may waive the requirement to obtain a signed consent form. This commonly occurs in research involving telephone interviews, online surveys, and in situations where the protection of participants would be enhanced by not collecting a signed form (e.g., if the research involves sensitive topics such as domestic violence).
	Waivers or Alterations to the Informed Consent Process
Will this project in part or in full involve any waivers or alternation of the informed consent process?
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	Yes
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	No


If you check “Yes”, please complete the checklist that follows:
	Type of Waiver or Alteration to the Informed Consent Process
Check all that apply for in part or in full to this project:
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	Waiver of Documentation of Consent


· The participants will be given information about the study and will have to provide their agreement, but they are not required to sign a consent form.
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	Waiver of Consent (e.g., the entire process of obtaining consent). The following conditions apply:


1. The research involves no more than minimal risk to the subjects; 

2. The waiver or alteration will not adversely affect the rights and welfare of the subjects; 

3. The research could not practicably be carried out without the waiver or alteration; and 
4. Whenever appropriate, the subjects or legally authorized representatives will be provided with additional pertinent information after participation.
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	Alteration or Waiver of some elements of Consent


· Example: When studies use deception, a researcher may want to alter the purpose of the research as it is described in the consent form.
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	Short Form Written Consent


· Elements of informed consent will be presented orally to either the participant or the participant's legally authorized representative. 
Consent Process
Describe the procedures for obtaining informed consent.


· If vulnerable populations are included, specifically address how consent will be obtained for such populations.
· If any waivers or alterations are noted above, describe them.
Justification of Waiver/Alteration
Explain why any identified waivers or alterations of consent are necessary for this project. In particular address how:

· The waiver or alteration will not adversely affect the rights and welfare of the subjects.
· The research could not practicably be carried out without the waiver or alteration (e.g., it would be impossible to perform this research otherwise). Inconvenience and expense are not acceptable factors in making a determination about practicability.
HIPAA
· The HIPAA Privacy Rule applies to projects where PHI is being obtained, used, or released/disclosed by a Covered Entity for the purposes of Research.
· Even if your project is Not Human Subject Research or this institution is Not Engaged in Research, you may still have requirements under HIPAA if PHI is being obtained, used, or released/disclosed by a Covered Entity.
· Protected Health Information (PHI) = health information + one or more of the 18 identifiers (see help text).
Does this project involve collecting and/or accessing health information AND one or more of the 18 identifiers?
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Yes
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No

If you check “Yes”, please complete the question that follows:
Does this project involve obtaining, using, or releasing/disclosing PHI by a Covered Entity?
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No
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