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UWG Institutional Review Board
Exempt Study Application

Human Subjects Research: The UWG Institutional Review Board (IRB) reviews and approves applications for UWG-affiliated faculty, staff, and students prior to conducting human subjects research (HSR). The Office of Human Research Protections (OHRP) defines research as “a systematic investigation, including research development, testing, and evaluation designed to develop or contribute to generalized knowledge.” For research to be HSR and thus require IRB approval prior to being conducted, the study must include human subjects. A human subject is defined as a living individual about whom an investigator conducting research:
· Obtains information or biospecimens through intervention or interaction with the individual; or
· Obtains/uses/studies/generalizes identifiable private information or biospecimens

Follow this link for examples of what is and what is not research according to federal guidelines. To help determine whether an IRB application is necessary, complete the Determination of Human Subjects Research form found on the UWG IRB website and email the results to irb@westga.edu.

Exempt Research: IRBs review applications to make determine whether a study meets the criteria for exemption found in this application. This is not a formal approval (which is needed for Expedited or Convened studies), but an action taken by an IRB office or representative of the office. For examples of research that qualifies for exemption, follow this link to the Exempt Human Subjects Research Infographic from NIH. The University of Alabama, Birmingham’s IRB also provides examples found through this link.

Study Personnel Roles and Responsibilities: Review the following roles and responsibilities for each individual listed in the application as study personnel. 
· The Principal Investigator (PI) will receive all communications related to this project. 
· The Principal Investigator must be a full-time UWG faculty or staff member.
· Part-time faculty applying to conduct human subjects research may be listed as Principal Investigator, but a full-time UWG faculty member must be listed as Co-Investigator. 
· Part-time faculty cannot serve as Principal Investigator on student led research.
· If the project is led by a student, the student should be listed as Co-Investigator in the application. The student must first submit all materials to the Principal Investigator for review and approval. It is the responsibility of the Principal Investigator to submit application materials to the UWG IRB.
· Documentation of CITI training completion (the Basic/Refresher Course and the Responsible Conduct of Research Course) must be submitted for each individual listed on the application as project personnel.
· The Principal Investigator must securely maintain research records for 3 years after the study is completed and closed with the IRB.

Application Instructions: The IRB must review and approve all documents used in the data collection prior to beginning the study. Submit the IRB application and all required materials to irb@westga.edu
· Questions/prompts can be found in gray on the left of each table below. Type responses in the white space on the right side of each table or check the appropriate response. Only provide information that corresponds to the question/prompt to prevent repetitive responses across the application. 
· Important corresponding information for each question/prompt is indicated with a numbered footnote.
· Each section must be completed unless directed otherwise. 
· If the question does not apply, type NA. Do not leave any questions in the application blank.

Review Type: Final determination of review type will be made by IRB staff and may be assessed at any time during the review process. Submissions requiring Exempt or Expedited review will be reviewed in the order received. Procedures can be found on the UWG IRB website.

Documents: Attach all documents that will be used in this research project in the email submission to irb@westga.edu. The list below provides commonly used examples.
· Application.
· Informed consent documents (e.g. consent document(s), assent document(s), debriefing statements if using deception, etc.). The UWG IRB website has templates to use when drafting informed consent documents. If the study uses a survey as a data collection instrument, the consent document must be the first thing the respondent sees when opening the survey.
· Recruitment documentation (e.g., advertisements/posters/flyers, scripts, emails, social media posts, letters, etc.). Please see the UWG IRB website’s page on Guidance for what to include in recruitment materials.
· Study instruments (e.g. surveys, questionnaires, interview guides, observation logs, tests, photographs, etc.). Please see here for instructions on printing surveys from Qualtrics.
· Research site approval, if applicable. Instructions and templates can be found on the UWG IRB website.
· Evidence of appropriate human subjects protection training (CITI) for all personnel listed on the application and thus engaged in the research. To determine who is engaged in research, follow this link to the University of Southern California’s IRB webpage on engagement or this link to the federal guidelines for engagement.
· Additional documentation required to support applications to conduct research internationally. See the IRB website for additional guidance. 

Principal Investigator’s Assurance Statement.

I certify that all the information provided in this application is true, complete, and accurate to the best of my knowledge.

I understand that as the Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights, safety, and welfare of the human subjects, and strict adherence to the study protocol and any conditions or modifications stipulated by the UWG IRB.

When required, I will submit modifications of the protocol and/or the informed consent form and/or any other documents to the IRB for approval prior to applying those changes in the study.

I agree to abide by the policies and procedures of the UWG IRB regarding the protection of human subjects, including, but not limited to:
· Ensuring all research team members have completed the required CITI training and submitting documentation of such completion to the UWG IRB.
· Ensuring the study will be conducted by qualified personnel only.
· Ensuring all research team members will follow the study procedures as described in this application.
· Obtaining informed consent from subjects, or their legally appointed representative or guardians, using the informed consent form approved by the IRB found in this application and providing a copy of the signed form to subjects.
· Reporting adverse events or other unanticipated problems and risks involving human subjects to the IRB promptly.
· Prompt compliance with decisions of the IRB that may include a decision to stop or terminate the research.
· If required, obtain approval for continuing with the study after the end of the approval period by submitting a request for renewal before the study expires. I understand that if I fail to apply for renewal, the study will automatically expire, and all activity must cease until IRB approval is granted.
· Closing my study when the research is complete, enrollment is closed, data collection is complete, analysis of private identifiable data is complete, and/or data is de-identified.
· Maintaining accurate and complete research records, including all informed consent documents for a minimum of three (3) years from the completion of this study (i.e. closure with IRB) or in compliance with sponsor guidelines or procedures submitted herein.

☐ Acknowledged

The parties responsible (e.g., the IRB, the Principal Investigator, the Co-Investigator(s)) have agreed to conduct this application process by electronic means, and this application is signed electronically.

Principal Investigator:

My name and date together constitute my electronic signature to this application. I have completed this application for scientific merit, rationale, and significance. I acknowledge that I will serve as Principal Investigator on the project and accept the responsibilities that role entails as noted above. I approve of the ethical foundation of the study.


Principal Investigator Name						Date

Principal Investigator initials for projects with students serving as Co-Investigator

By initialing here Click or tap here to enter text., I certify that I am a full-time UWG faculty member and acknowledge that I have reviewed and approved the protocol for scientific merit, rationale, and significance. I further acknowledge that I will serve as Principal Investigator on the project and accept the responsibilities that role entails as noted above. I approve of the ethical foundation of the study.

Student Co-Investigator:

My name and date together constitute my electronic signature to this application. By signing this application, I acknowledge that I am completing this study under the direction of the Principal Investigator noted above.


Student Co-Investigator Name							Date





	IRB USE ONLY

	UWG IRB Application ID:

	Initial Date of Submission:
	Date of Initial Review:

	Reviewed by:
	Review Determination:

	Submission Status:   ☐ Original Submission      ☐  Revision (S Date:   / R Date:   )      ☐ Modification

	Exempt Research Category:   ☐ 1    ☐ 2     ☐ 3    ☐ 3 with LR    ☐ 4    ☐ 5    ☐ 6    




	SECTION I – STUDY PERSONNEL
ALL investigators who will be engaged in research activities must be included in the submission. This includes UWG faculty/staff/students, investigators from other institutions, and/or unaffiliated investigators. All responsible study personnel are required to complete the CITI educational program. Visit the UWG Compliance website for information and access to CITI training. Study personnel must complete either Social, Behavioral and Educational Research with Human Subjects or Biomedical Research with Human Subjects and the corresponding Responsible Conduct of Research course.

	Principal Investigator (PI):
	

	PI CITI Expiration Dates:
	Basic/Refresher: 
	RCR: 

	PI Department:
	

	PI Email:
	

	PI Phone:
	

	PI Status:
	☐ Full-time Faculty (tenured, tenure-track, or non-tenured)  
☐ Full-time Staff
☐ Part-time Faculty or Staff (part-time employees must list a full-time UWG faculty member as co-PI and submit a letter of support from the department chair of the part-time faculty member or full-time faculty co-PI)

	If the study is led by a student Co-Investigator working under the above PI, complete the following:

	Student Co-Investigator Name:
	

	CITI Expiration Dates:
	Basic/Refresher: 
	RCR: 

	Department:
	

	Email:
	

	Phone:
	

	Status:
	 ☐ Doctoral     ☐ Specialist    ☐ Masters    ☐ Undergraduate

	List any other personnel engaged in the research (e.g. Faculty Co-I, research administrator, student assistant, etc.):

	Other UWG personnel:
	

	Other non-UWG personnel:
	

	Role/activities:
	

	CITI Expiration Dates:
	Basic/Refresher: 
	RCR: 




	[bookmark: _Hlk160456712]SECTION II – QUALIFYING QUESTIONS

	1.
	Will the research expose participants to discomfort or distress beyond that normally encountered in daily life (Minimal Risk)?[footnoteRef:1] If yes, this study does not quality for Exempt status. [1:  If the research involves more than minimal risk, the IRB application must be reviewed by the Full IRB Board and is not applicable for Exempt categorization. Minimal risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.] 

	☐  YES
☐  NO

	2.
	Is the research subject to FDA regulations? If yes, contact IRB before completing this application.
	☐  YES
☐  NO

	3.
	Will the project require registration with ClinicalTrials.gov? If yes, fill out the Expedited/Convened IRB Application.
	☐  YES      ☐  NO

	4.
	Has the submitted study been previously reviewed and disapproved or postponed without resolution by the UWG IRB or another IRB?
	☐  YES      ☐  NO

	5.
	If yes to Question 4 above, describe the circumstances around the disapproval or postponement, including a description of any unresolved issues or concerns.

	




	SECTION III – CATEGORIES OF EXEMPTION
Choose any federally-defined categories that apply to your study. You may choose more than one. See the NIH Exempt Studies Infographic for help.

	CATEGORY 1: Educational Research. Research conducted in established or commonly accepted educational settings that specifically involves normal educational practices that are not likely to adversely impact students’ opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

If you are obtaining identifiable student records, FERPA regulations apply. For the use of identifiable student records (grades, scores, homework, etc.), you must either obtain the direct, written consent (if adults) or the student’s parent permission (if minors), or you must obtain an exception from the local educational agency that holds the records. Submit a copy of this exception with the IRB application. 

In the space below, explain why the research procedures are normal educational practices in a commonly accepted educational setting.
	☐  YES      ☐  NO

	

	CATEGORY 2: Surveys, Interviews, Observation of Adults. 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
	☐  YES      ☐  NO

	2i
	DATA ARE NOT IDENTIFIABLE: The information obtained is recorded by the investigator in such a manner that the identity of the Human Subjects cannot be readily ascertained, directly or indirectly, through identifiers linked to the subjects.
	☐  YES      ☐  NO

	2ii
	IDENTIFIABLE BUT MINIMAL RISK: Any disclosure of 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.
	☐  YES      ☐  NO

	2iii
	IDENTIFIABLE DATA REQURING ROBUST PRIVACY/CONFIDENTIALITY PROTECTIONS: 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 required by § 46.111(a)(7). This requires review using the IRB Application for Expedited and Convened studies. At this time, UWG does not conduct limited review for Exempt Category 2iii.
	☐  YES      ☐  NO

	

	CATEGORY 3: Benign Behavioral Interventions with Adults. 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:
	☐  YES      ☐  NO

	3i
	DATA ARE NOT IDENTIFIABLE: 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 indirectly, through identifiers linked to the subjects.
	☐  YES      ☐  NO

	3ii
	IDENTIFIABLE BUT MINIMAL RISK: 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.
	☐  YES      ☐  NO

	3iii
	IDENTIFIABLE DATA REQURING ROBUST PRIVACY/CONFIDENTIALITY PROTECTIONS: 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 required by § 46.111(a)(7).
	☐  YES      ☐  NO

	

	CATEGORY 4: Secondary Data Analysis. Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:

In the space below, provide an overview of the data/records that will be accessed that apply to this category. Include the source and purpose for which they were originally collected. If personal identifiers are associated with the data, describe the de-identification procedures.
	☐  YES      ☐  NO

	4A
	DATA ARE PUBLICLY AVAILABLE: The identifiable private information or identifiable biospecimens are publicly available.
	☐  YES      ☐  NO

	4B
	DATA ARE NOT IDENTIFIABLE: Information is recorded by the investigator in such a manner that the identity of the participants 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.
	☐  YES      ☐  NO

	4C
	The research involves only information regulated by HIPAA.
	☐  YES      ☐  NO

	4D
	The research is conducted by or on behalf of a federal department or agency using government-collected information obtained for non-research purposes. Private identifiable information will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C.552a.
	☐  YES      ☐  NO

	

	CATEGORY 5: Federal Agency Research. Research and demonstration projects which are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine: 1) public benefit or service programs, including procedures for obtaining benefits or services under those programs; 2) possible changes in or alternatives to those programs or procedures; or 3) possible changes in methods or levels of payment for benefits or services under those programs.
	☐  YES      ☐  NO

	

	CATEGORY 6: Food Tasting. 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 Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the Dept. of Agriculture
	☐  YES      ☐  NO




	SECTION IV – STUDY BASICS

	1.
	Study Title:
	

	2.
	Anticipated Start Date:
	

	3.
	Anticipated End Date:
	

	4.
	Funding Source (check appropriate box and list source):
	☐ External (identify):
☐ Internal (identify):
☐ None (includes self-funded research)

	5.
	Does a member of the research team (PI, Co-PI, key personnel) have a financial conflict of interest?
	☐ YES (describe): 
☐ NO

	6.
	Is this a Classroom-Based Research Project? If yes, contact the IRB before continuing. Class projects generally do not meet the regulatory requirements to be considered research. Note that dissertations, theses, and capstone projects are not Classroom-Based Research Projects; one-semester capstone courses may be considered Classroom-Based Research; contact the IRB for assistance. 
	☐ YES
☐ NO




	SECTION V – STUDY SITES
Site approval from each study site must be submitted with this application. Clarify whether any activities will be conducted outside the US.

	1.
	Will you recruit or conduct the study at a UWG-affiliated agency or site? If yes, identify each UWG-affiliated site where the investigator will conduct or oversee collaborative research or where the investigator will recruit subjects and conduct research activities:
	☐  YES ☐  NO

	

	2. 
	Will you recruit or conduct the study at a non-UWG-affiliated agency or site? If yes, identify each non-UWG-affiliated site where the investigator will conduct or oversee collaborative research or where the investigator will recruit subjects and conduct research activities:
	☐  YES
☐  NO

	

	3.
	If there is an external site, provide the contact name, contact phone, and contact email for the site's gatekeeper.

	

	4.
	Does the external site have an IRB?
	☐  YES      ☐  NO      ☐  NA

	5.
	Will the external site conduct its own IRB review?
	☐  YES      ☐  NO      ☐  NA

	6.
	Are you required to obtain authorization/permission to recruit subjects/conduct the study at the external site?
	☐  YES      ☐  NO      ☐  NA




	SECTION VI – HUMAN RESEARCH SUBJECTS

	1.
	Targeted Population(s):
	

	2.
	Are subjects 18 or older?
	☐  YES          ☐  NO - Age Range: 

	3.
	Maximum number/range of participants:
	

	4.
	Certain vulnerable or special populations may be used in studies that meet the exempt criteria 1 or criteria 2. Check any vulnerable or special populations targeted by the research (see here for description).[footnoteRef:2] Studies involving vulnerable or special populations not listed here must use the expedited/convened study application. Note that additional CITI training courses may be required. [2:  The mere presence of the appearance of vulnerability should not lead to a presumption that a person is incapable of making a decision regarding participation in research and of giving valid informed consent. Yet sometimes these conditions do impair the decision-making capacity required to give a valid informed consent, raising ethical concerns about the vulnerability of persons in such conditions in research.] 


	Target Population
	Additional CITI Modules Required Prior to Submission

	☐  Children/minors (only applicable for studies that meet the exempt criteria 1)
	FERPA for Researchers & FERPA: An Introduction (if research involves education)

	☐  Individuals whose first language is not English
	Consent with Subjects Who Do Not Speak English

	☐  American Indian, Native Americans, or indigenous peoples
	NA

	☐  College students (graduate or undergraduate)
	FERPA for Researchers & FERPA: An Introduction (if research involves education)

	☐  Economically or educationally disadvantaged persons
	Research with Persons Who Are Socially or Economically Disadvantaged

	☐  Individuals who are older/elderly
	Research with Older Adults

	☐  Prisoners
	NA

	5.
	Explain the rationale for using these particular vulnerable/special populations. 

	

	6.
	Inclusion criteria. Describe what would make a subject eligible to participate. If there are multiple targeted populations, identify criteria for each. Describe how potential participants will be initially identified and how eligibility will be determined.

	

	7.
	Exclusion criteria. Describe what would make a subject ineligible to participate. If there are multiple targeted populations, identify criteria for each. If the research will exclude a particular gender or racial/ethnic minority group, provide justification. 

	

	8.
	Describe the working relationship between any researchers and the subjects, as applicable.

	

	9.
	Describe any position(s) of authority that any researchers have over the subjects. If you are in a position of authority, describe safeguards that will be used to protect the rights and welfare of these subjects and to minimize any possible coercion or undue influence.

	




	SECTION VII – RECRUITMENT METHODS AND MATERIALS

	1.
	Will you recruit individuals to take part in the study?
	☐  YES     ☐  NO

	2.
	Describe the plan (when, where, how) to identify potential subjects, including database review if applicable. Provide information regarding access to the population that will allow recruitment of the necessary number of subjects.

	

	3.
	Describe the plan (when, where, how) subjects will be initially contacted.

	

	4. 
	Describe any follow-up recruitment (e.g., multiple attempts/contacts for the purpose of inviting someone to participate).

		

	5.
	Describe any incentive/compensation for participation. If subjects will be compensated, describe the amount of compensation and how and when the subjects will receive the compensation.

	




	SECTION VIII – CONSENT PROCESS AND MATERIALS
Follow this link for guidance from Indiana State University on Informed Consent for Exempt research.

	Check the appropriate response: 
	☐  Researchers will share an information sheet about the study and collect signatures for consent.
☐  Researchers will share an information sheet about the study, but signatures will not be obtained for documenting consent.

	1. 
	Describe how, where, and when consent will be obtained from research participants.

	




	SECTION IX – RESEARCH DESIGN, METHODS, AND PROCEDURES

	1.
	In no more than 200 words, describe the background/scientific rationale for the project in plain language.

	

	2.
	Describe the objectives/aims of the study. List research questions (and hypotheses, if applicable).

	

	3.
	Data Sources (check all that apply):

	☐  Paper surveys
	☐  Classroom observation
	☐  Audio recordings

	☐  Telephone surveys
	☐  Educational Records/FERPA
	☐  Publicly available materials

	☐  Online surveys (via Qualtrics)
	☐  Tasks/behavioral interventions
	☐  Medical Records/HIPAA

	☐  Standard written/oral/visual tests
	☐  Interviews
	☐  Saliva

	☐  Public observation
	☐  Focus groups
	☐  Blood

	☐  Worksite observation
	☐  Video recordings
	☐  Urine

	☐  Materials that have or will be collected for non-research purposes

	☐  Materials that have been or will be collected for other research purposes

	☐  Moderate exercise and muscular strength training activities

	☐  Other (describe):

	4. 
	Describe the overall research design and method(s) of data collection. Identify any specific factors or variables and, if applicable, treatment and control conditions or groups.

	

	5.
	Describe the time commitment per activity per individual subject and provide the estimated total duration of participation. 

	

	6.
	Describe step-by-step (in detail and in sequence) all study procedures from the perspective of the participant. Begin with any procedure that involves interaction or the collection of data to determine eligibility, if applicable. Separate any procedures or activities that are part of regular practice from procedures that are specific to this research study. If procedures are long or complicated, use a table, flowchart, or diagram to outline the study procedures. If your study has more than one phase, clearly map out the different phases. If deception is involved, this study does not meet the criteria for Exemption.

	

	7.
	Describe how results will be reported (using coding/pseudonyms, aggregate reporting, etc.)

	




	SECTION X – RISK
The risk to subjects must be reasonable in relation to anticipated benefits, if any, to subjects and the importance of the knowledge that may reasonably be expected to result.

	1.
	State any possible risk of harm to subjects including their likelihood. The seriousness of any risk should be Minimal. Examples:
· Is there potential for a loss of data confidentiality, and how serious would the loss of confidentiality be for the subject? Consider breach of confidentiality or invasion of privacy as a risk for all subjects.
· Is there potential for emotional stress, boredom, or fatigue?
· Are there potential risks to the subject related to the political, social, or economic context in which they live?
· Are there economic burdens that may result from participating in the research?

	

	2.
	State a plan for minimizing risk of harm (e.g., screening to assure appropriate selection of subjects, sound research design, appropriate project team training, prompt de-identification of data, data safety monitoring plan, the presence of trained personnel who can respond to emergencies, procedures to protect the confidentiality of the data, etc.).

	

	3.
	Describe procedures (other than information provided in the consent document) for handling subject complaints or requests for information about the research. The procedures should offer a safe, confidential, and reliable channel for current, prospective, or past research subjects (or their designated representative), permitting them to discuss problems, concerns, questions, or obtain information.

	




	SECTION XI – PRIVACY
**Complete this section only if you will have identifiable data in your study.**

	1.
	Describe procedures to protect subjects’ privacy, including privacy considerations during recruitment, informed consent, and data collection (such as access to private rooms, closed doors, waiting rooms in online meetings, unique meeting links, etc.).

	

	2.
	Describe the setting in which the subject will be interacting with a researcher. Privacy refers to an individual and their right to control the extent, timing, and circumstances of access of others to themselves. Individuals have greater concerns about privacy whenever the requested information is considered to be of a sensitive nature.

	

	3.
	Will the researchers collect or record any direct identifiers with the data (e.g. names, addresses, telephone numbers, email addresses, etc.)?
	☐  YES     ☐  NO

	4.
	Will any direct identifiers be disclosed publicly? If yes, describe how disclosing participant identities will not adversely affect subjects.
	☐  YES     ☐  NO

	

	5.
	Identify any direct identifiers that will be collected with this study (examples include: full names, addresses, telephone numbers, social security numbers, email addresses, video recordings, audio recordings, other linkable data such as driver’s license numbers, etc.).

	

	6.
	Describe how identifiable private information will be de-identified and the risk that the information could be re-identified. Explain how a master list connecting de-identified data to identifiable data (e.g. participant names) will be protected.

	




	SECTION XII – DATA MANAGEMENT
Considerations for securely storing data include: 1) Paper records are locked in a secure location; 2) Electronic records are stored on password protected or encrypted computer as appropriate based on sensitivity of data or on the PI’s UWG-issued OneDrive account; 3) Identifiers are stored separately from project data; 4) For identifiable data and/or specimens, a coding process should be used to store data and/or specimens without identifiers, the list linking subject name to their study ID or pseudonym should be stored separately from all other project records. Please note that the document linking identifiers to the study ID or pseudonym must be destroyed prior to study conclusion.

	1.
	Describe how data will be handled/maintained securely (for electronic, paper, recordings, etc.) from the time it is collected until the data are permanently de-identified or destroyed (if applicable). List all protections that apply (using coding, but the master list will be destroyed once coding is complete, password-protected files, password-protected device, encrypted file or flash/thumb drive, in a locked drawer, etc.).

	

	2.
	Identify who will have access to the data.

	

	3.
	Provide specific information regarding where identifiable data and consent forms will be stored and how they will be protected during the course of the study.

	

	4.
	If human subject data/specimens will be used for future research that is not described above, explain (future use must be disclosed in the informed consent documents). If information that associates a person with their data will be retained after data collection is complete, all potential uses of this information must be described here and in the consent documents.

	

	5.
	Will the researchers retain direct identifiers after data collection is complete? If yes, explain why it is necessary to retain direct identifiers after completion of data collection.
	☐  YES      ☐  NO      

	

	6.
	Describe how and where research records (including consent documentation) will be stored upon completion of the study, specifically noting what will be done with any audio, video, or digital records. Describe what security provisions will be taken to protect the data. Note that research records are the property of UWG. If a student Co-Investigator graduates, primary research records must be stored securely by the PI. Student Co-I’s will lose access to UWG accounts after graduation. If a PI leaves the institution, primary research records must be securely stored by a UWG-affiliated faculty member.

	

	7.
	Research records (including consent documentation) must be securely maintained for a minimum of 3 years after study closure with the IRB. Describe how long data will be stored (differentiating between identifiable and de-identified data).

	

	8.
	Describe the methods by which data will be destroyed (be specific regarding the types of stored data, paper, electronic, cloud storage, audio recordings, etc.).
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