Cayuse Human Ethics New Submission Walkthrough

1. Log in to Cayuse (appstate.app.cayuse.com)

2. From the Home Screen, Click on “Products” and select “Human Ethics”
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3. Creating a new submission

a. Click on the “+ New Study” button
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b. Under study Details, fill in the Study Title and click on the Blue checkmark to confirm. 
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c. Click on the “+New Submission” button and select “Initial”
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d. On the next screen. Click on “Edit”
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4. Getting Started

a. Review the information and check the checkbox at the bottom of the screen. 
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5. Submission Information
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a. Complete the “Personnel” section
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· Click on the “Find People” button to pull up the pop-up screen below.
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In the search field, enter your name and hit “Enter”. This will pull up a list of people that share that name. Select your information by click on the “+” button after your name.
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This will Select your record and a checkmark will appear. Click Save.
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· If you would like to identify a primary contact other than the PI, click “Yes” and repeat the steps as outlined above to add an additional contact

· If the PI is a student or trainee, select the Faculty Advisor following the same steps.

· Add all Appalachian State affiliated research personnel by using the “Find People” function

· Complete the Conflict of Interest questions. Additional information will be requested if a conflict is identified.

b. Answer the “Funding Sources” questions as appropriate.
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c. Answer the questions for the “Is this research?” section. The answers in this section will help drive the form to ask further appropriate questions.
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d. Answer the question(s) related to ARHS.
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e. Complete the “Is this is a multi-institutional study?” section
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If yes, complete the questions as follows:



· Appalachian State will be the IRB of record
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· If another institution is the IRB of record.
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After completing the Submission Information, one of 2 sections will appear:

6. NHSR – Click on the NHSR section on the left side of your screen
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Indicate any descriptions that apply to your project and provide a brief explanation. If your study is considered Not Humans Subject Research, please skip to section -insert-



7. Exemptions – Click on the Exemptions section on the left side of the screen
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Indicate whether you want to evaluate your study for a possible exemption (please refer to our exemption guidance)

If Yes, go to section 8. If No, please skip to section 9.

NOTE: If you study involves prisoners as participants, or if it is FDA-regulated, you will not be able to apply for an exemption




8. Exemptions

a. If your study qualifies for an exemption, please indicate this by selecting the appropriate exemption category (or categories).
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Categories 1-6 require additional conditions to be met when applying for an exemption in those categories. Please see the example below:

[image: ]

Additional section will be displayed on the left side of your screen. Please skip ahead to section 17.

b. If your study does not qualify for an exemption, select “No”. This will display additional sections, which will be described below:
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9. Study Design and Procedures (All)

This section will display for all studies. Please complete the section as follows:

a. Background and Rationale
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b. Study Procedures
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· Please indicate any non-clinical methods you will be using in your study. If you select certain methods (ie: Electronic questionnaires or surveys), you will be prompted to upload an attachment.
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NOTE: Information about clinical methods will be obtained in a different section. Please refer to section 18 of this document for more information

· Please answer the additional questions in this section and provide additional information as requested.

If your study qualifies for an exemption, please skip to section 11.

10. Study Design and Procedures (non-exempt)
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a. Please answer the 1st question as appropriate. If you answered “Yes”, the following section will appear:
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Select each procedures that applies and answer the additional questions that will appear for each procedure.

b. Please indicate any collection activities that apply for the last question







11. Research Subject & Recruitment

a. Subjects
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This section will obtain information about the research subjects you are looking to recruit. Please answer the questions as appropriate


b. Inclusion/Exclusion criteria
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Please indicate any criteria that apply to selection of research subjects in this section





c. Methods of recruiting
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Please answer the question in this section to explain your recruiting methods

d. PHI
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Please answer the questions as they pertain to Protected Health Information. If you are not working with PHI, answer “No” to both questions.

e. Subject Contact, Duration and Privacy
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Incentives for participations
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If you are offering incentives for participations, please indicate this in this section.



12. Risks and Benefits

a. Risks and measures to minimize risks
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Indicate any risks in this section. If you have selected any risk more than minimal risk, please describe the procedures to minimize the risks. If you click on the Checkbox next to  “Display the IRB-approved Risk-language section”, an additional section “Risks and Benefits will appear. Please refer to section 21 of this document for more information.

b. Benefits to subjects and/or society
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13. IRB-approved risk language

This section will only appear if you checked the box to display the IRB-approved risk language. If you wish to display any risk language you want to use in your consent form or other documentation, click on the checkbox for to the appropriate risk language
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14. Data Protections

a. Data Analysis
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Complete this question to justify your sample size for the study.

b. Identifiers
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Please select any identifiers you will be collecting (if none, please leave blank) and answer the additional questions as needed.


c. Confidentiality of the data

[image: ]
[image: ]

Please answer the questions in this section to indicate how the data you are collection will be protected. 



d. Data sharing and transmission
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Please use this section to provide more details on how data will be store and transmitted.

e. Future use of data
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Please indicate how data will be disposed of, or if not, how it will be stored.

f. Data Sources
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Please use this question to provide more information if you are using existing data.

If your study qualifies for an exemption, please skip to section 16.

15. Data and Safety Monitoring

Please use this section to describe your plan to monitor the data to ensure the safety of participants in the study
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If your study does NOT qualify for an exemption, skip to section 17.



16. Consent Process – Exempt
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Review the statements in this section and indicate your acknowledgment by checking the boxes. 
Select the appropriate statement that applies to your study
If desired, upload any consent, assent or other materials.



17. Consent Process

a. Obtaining informed consent from subjects
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Answer the appropriate questions and additional prompts. In addition, please upload the requested documents as needed.


b. Waiver of written documentation of informed consent / parental permission
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Please indicate here if you are applying for a (partial) waiver of documentation of consent. If yes, please provide the additional information as requested.

c. Full or partial waiver of consent / parental permission
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Please complete this section if you are asking for a full or partial waiver of consent and provide additional information.




18. Routing – Complete Submission

After you complete each section in it’s entirety, the “Complete Submission” section will appear.
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Click on Complete Submission to submit your form and click on Confirm in the pop-up screen.



19. [bookmark: _GoBack]Certification

Once you have completed your draft, you will need to certify it in the screen below.
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Click on the Certify button and “Confirm” in the pop-up screen. This will move your study to the Pre-Review status to be assigned to our IRB reviewer(s).
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About Cayuse Human Ethics

Cayuse Human Ethics is an interactive web application. As you answer questions, new sections relevant to the type of research being conducted will appear on the left-hand side. You do not have to finish the application in one session. Al information
you enter can be saved so you can resume your submission at a later time.

bmission Information Additional

For more information about the IRB submi

formation has been added throughout the form for guidance and clarity. This additional information can be found by

ing the question mark it the top-right corner of each section.

ion Process, please refer to our IRB page, or contactus at irb@appstate.edu.

Getting started

Throughout the submission, you will be required to provide the following:

Detailed Study Information
Study-related questionnaires
Informed Consent Forms
Study Recruitment Materials

Appalachian State University IRB.

* You cannot begin data collection until you have received formal approval from Research Protections.

* Please allow for 2 to 4 weeks for IRB review of your submission. The Appalachian State University IRB mests on a monthly basis to discuss studies req
* Ifyour study is funded. please note that it is the responsibility of the Principal Investigator to link your IRE application to your Cayuse SP record.

« For more information regarding the Appalachian State IR, consent form templates, and FAQs, visit our website

g full board review.

I have read the information above and | am ready to begin my submi

Yes
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Submission Information

Brief Summary,

Provide a short non-technical description of the study in 50-100 words, which will be used in IRB documentation as a description of the study.. You will be asked for more specifics around background/rationale and research question(s) further in the
‘application. This should only serve as  brief synopsis and not the full description of your study.
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Project Personnel

This section only applies to personnel affiliated with App State. You can add external personnel in a different section of this application.

+ Please identify the Principal Investigator (P for this project.

FIND PEOPLE

Do youwant t
O Yes

No

« Will this project be led by a STUDENT (undergraduate, graduate) or TRAINEE (resident, fellow, postdoc)?

Yes

O No

Please selectall study personnel affiliated with Appalachian State

lentify a primary contact other than the P!

FIND PEOPLE

Conflict of interest relates tositua which financial or other personal considerations, circumstances, or relationships may compromise, involve the potential for compromising, or have the appearance of compror
objectivity in fulfilling research responsibilities. Please refer to Appalachian State's Conflict of Interest Policy,
+Isa spouse or immediate family member listed in the research team?
) Yes
) No
+ Does the sponsor have any direct financial or other relationship with the University (i.e., gifts, serve on University boards)?
) Yes
) No
) NA
« Do any members of the research team have a financial or equi
O Yes
) No
) NA
+ Does any member of the research team have an existing relationship with any potential participants (e.g. teacher/student, coach/athlete, friends, etc)?
) Yes
) No

ing a researcher’s

terest or other relationship with the sponsor?
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PRINCIPAL INVESTIGATOR

Q

Name Organization Email Phone

Use the search box above to find records.

Selected Records “ Select a single record.
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Is x| Q

Name Organization Email Phone
Appalachian State reledi®
Dennis Gabriels University gabrielsdi@appstate.edu +
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Fun

Sources

+Is this project internally funded (departmental, URC, OSR, etc.?
Yes
No
+Is this project funded (or proposed to be funded) by a contract or grant from an organization external to Appalachian State University?
Yes
No
Is there another proposal supporting this submission (check all that apply)?
() Grant Application not managed in Sponsored Programs
[0 Master Protocol for Multi-site Study
[0 Other Study Protocol
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« Is this research?

Note: Research is defined as a systematic investigation designed to contribute to generalizable knowledge.

® Yes
Will you be obtaining information about indi

luals through interactions (including online surveys) or interventions with them, or through observation?
NOTE: Merely obtaining information FROM an individual does not mean you should answer Yes unless the information is also ABOUT them.

-and/or-

'Will you be obtaining biospecimens through intervention or interaction with the individual, and use, study, or analyze biospecimens?

'8, using, studying, analyzing, or generating identifiable private information or identifiable biospecimens collected through means other than direct interaction?

This would include data, records or biological specimens that are currently existing or will be collected in the future for purposes other than this proposed research (e.g, medical records, ongoing collection of specimens for a tissue
repository).

® Yes
No
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+ Areyou collaborating with ARHS (Appalachian Regional Healthcare System) for this research in any way?

NOTE: This includes ARHS/A Affiliate faculty participating in the research s well as use of any ARHS facilities, personnel, or other resources.
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@ Yes

Please list all collaborators and their respecti

© @

Please upload CITl or other training certification(s) for each external collaborator

ATTACH

Please describe how each institution will be involved in the research:

B I u 5 © @
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The IRB of Record is the IRB that reviews the study on behalf of other institutions through a reliance agreement.

O Yes
@ No, another IRB will review the research and | am asking Appalachian State to rely on this IRB review.
Collaborative Agreement: Outside IRB is the IRB of Record

Please provide the information and documents requested below:
Outside IRB of Record

Provide the name of the outside IRB of record.

Outside IRB of Record Contact Information
Please provide the name and contact information for the IRB staff member at the outside institution that oversees reliance agreements.

Study Protocol

Attach the protocol for this study that was reviewed by the Outside IRB.

ATTACH

Outside IRB Approval
Attach the IRB Approval from the Outside IRB or Record.

ATTACH
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Please list all collaborators and their respective institutions below:
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Getting Started v

_ Based on your responses, it appears that you are proposing a project that does not constitute research involving human subjects, and therefore does not require IRB approval. Please select the activities from the following st that best describe
Submission Inform. v

your project. The IRB will review this submission and you will be notified of the outcome.

NHSR v
Check all of the following that describe your project.

[ Program evaluation
(O Class projects for educational purposes only.

Routing [ QI/QAfor internal purposes.

Bl [ Centeror core grants (to establish infrastructure)

O Training grants

() Demonstration projects

() Case report (publication of clinical scenario that has already occured)

[0 Secondary analysis of existing data or specimens, deidentified or coded

) Keyinformant interviews (e.s, interviewing officials about their organizations or policies)
O Other

COMPLETESUBMISSION 3

Briefly describe your reason for checking the box(es) above:

B I

© =
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Getting Started v
Exemptions
Submission Inform... v P

Some research involving human subjects may be eligible for an exemption which would result in fewer application and review requirements. This would not apply in a study that involves drugs or devices, involves greater than minimal risk, or

involves medical procedures or deception or minors, except in limited circumstances.
. Additional guidance is outlined in this Research Protections SOP.
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igble for exemption, your research must it nto one or more ofthe following categories. Check sl of the following that apply,understanding that most research flls into one or two categories.

More guidance on the Exemption categories can be found here.

Category 1: Normal Educational Practices and Settings click here for guidance and examples)

D) Theresearchis to be conducted in established or commonly accepted educationl setings.

Category 2:Research that only includes interactions involving one or more of the following:

0 Educstionsltests (cognitive, diagnostic, apttude, achievement)
O Survey procedures
[0 Interiew procedures
0 Obervation of public behavior

Category 3:Research Involving Benign Behavioral Interventions

‘Benign behaviora nterventionsare brifin duration, harmless, painles,not physicall invasive, ot ikely t have asigificant adverseloting impact on thesubjects, and the nvestigator has 10 reason tothink the subjects wil find th iterventions offensive o embarrassing.

BehavioralInterventions (B81) i conjunction with one of the following:

0 Verbal Responses
O Written Responses (including dataentry)
O Audiovisual Recording

Category 4: Secondary Research where consent is not Required
D) The research nvolves secondary uses o dentifisble private information or dentifiable biospecimens.

Category 5: Public Benefit or Service Programs
) The projects 3 researchor demonstration project.
Category 6: Taste and Food Evaluation and Acceptance Studies
D) The research nvolves taste and food qualityevaluation o

3 consumer acceptance study:
Category 7: Storage and Maintenance for secondary research that requires Broad Consent

Storage or maintenance of dentifiable private information or identifable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations required by 546.111(a)(8).
0 Datasetor specimens are directlyor indirectly dentifizble,and
0] Consent tostore data or specimens fo future research il be obtained by the participants.

Category 8: Secondary Research for which Broad Consent s required

Researchinvolving the use of identifiable private information or identifiable biospecimens for secondary research use. Confirm the following
0 Documentation of informed consent or waver of documentation of consent was o accordance with §46.117.
0 Broad consent or the storage, maintenance, and secondary research use of the identifable private information or identifable biospecimens was obtained.
O The nvestigator does not include returni idual research results to subjects 3s pat o the studyplan.
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Category 2: Research that only

ludes interactions involving one or more of the following:

0 Educstionsltests (cognitive, diagnostic, apttude, achievement)
Survey procedures
) Interiew procedures

D) Any disclosure ofthe participants' responses outside the research would not reasonably place the participants at isk of criminal or civillability or be damaging to the participants' financial tanding, employabilty,or reputation.
D) Theinformation obtained s recorded by the investigator in such a manner that participants can readily be ascertained, directly or through identiferslinked to the participants AND there are appropriate provisions inplace to protect subjectprivacy and confidentiality

Plese explain

“The study s administered through Qualtrics and no identifers il be colleted as partof the survey.
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Exemptions

‘Some research involving human subjects may be elgible for an exempti

circumstances.
Study Designand Proced...
Study Designand Proced...

would resultinfewer appli

tion and review requirements. This would ot apply n astudy that involves drugsor devices,involves reater than minima rsk.

‘Additional guidance is outlined in this Research Protecti

= Would you ke your application evaluated for a possible exemption?

O ves
®No
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‘Backaround and rationale

Provide a summary of the background and rationale for thisstudy (. why i the study needed?).If 2 complete background and iterature review are in an accompanying grant application or other type of propasal, only provide a bief summary here. If there is no proposal, provide a more extensive background and lterature.
review,including references.

B Iy s omomeoeom
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Procedures

‘Will hisstudy use any of the following non-clinical methods?
Pencl and paper,or telephone questionnaires or surveys
Electronic questionnaires or surveys
Interview questionnaires or surveys.
Focus groups.
Diriesor journals
Audiorecording
Videorecording or fiming
Behavioral observation- (e, Participant, naturalistc,experimental, and other observational methods typically used in socilscience research)
EyeTracker
tillphotography
Other
= Are subjects asigned or randomized o study "arms" or groups?
Yes
No
~Inlay language, lease provide a complete descriy

0oooooooooo

of the study procedures,including the sequence,intervention or manipulation ifany),use of records, time required, and setting/location.
NOTE:thisfied will ot support uploading diagrams or images.

B 1 ou s © @

~ Are there cultural issues, concerns or implications for the methods to be used with this study population?
es

> No

~Does thisstudy design involve deception or withholding of information?
es

> No
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Electronic questionnaires or surveys
Required document(}:Electronic Questionnaire Survey

ATTACH
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Study Design and Procedures (non-exempt)

Study Procedures

~Willyou be using any methods or procedures commonly used in biomedical or clinical research?

‘Examples include but are ot mited t:

~Select all health or performance collection actvit

Using a Medical Device/Mobie App
"Non Medics! device to affec siructuresfunction or rest & condition
Drawing blood

Performing lsb tests or bologicsl monitoring

Gonducting physicsl exams

Administering drugs or other substances

Conducting a ciical trial

o ves
O No

{non-clinical)that apply.

/A (Plesse see question 5 for additionsl colection methods)

Obtaining private health information (PHI) from a HIPAA covered entity

Health assessment information, other than questionnaires (such 3s blood pressure orlpid panels)
Body Composition (g, BodPod)

Useof CO2 toinduce anxiety

V02 max test

Other physicalperformance measures

Other physiologicalprocedures not listed

oooooooo
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® ves
- Biomedical methods and procedures

Isthisar

rventionalstudy that involves treatment of amedicaldisease or condition?
es

No

Ifthe study involves the use of placebo control,provide justification:

B 1 ou s

Wil hisstudy involve drugs,dietary supplements, food, or other substances?
es

> No

tudy involve investigational devices,instruments, machines or softuware i

luding mobile apps}?

> No
= Willyou collect blood samples?

Yes
No
= Willyou conduct x-ray scans as part of the procedures?
This includes DEXA scans
> Yes
No

= Willyou collect biological samples or specimens from participants other than blood?
> ves
No

= Willyour study involve storage of specimens for future research?
> ves
No.
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~Totalprojected number ofsubjects proposed across llsites by al investigators for the entire course of the study.

~Total projected number o subjectsto be studied by the Appalachian State University investigators)for the entire course ofthe study.

Ifthe above numbers include multiple groups, cohorts, o ranges or are dependent on unknown factors, or need any explanation, describe here.
Note:this does ot pertain to experimental vs controlgroups--ust whether diferent populations orgroups are being slected for recrutment.

B Iy s omomeoeom

Doyou have specifc plans to enrollsubjects from these vulnerable or select populations:
'Donot checkifincusion o  group s purely coincidental and has o bearing o the escorch. For example, you should check *Pregnant women" i you specificalyintend t ecruit women who are pregnant. Do notcheck fyou are condiucting asurvey of the general publicnot imed at pregnant women.

'NOTE: Children and prisoners are notallowed toparticipateinresearch unless has been ether approved or determined to be exempt by the IRE.

Children (under the age of msjority for their location)

Pregnantviomen

Nonviable neonates or neonates of uncertain viabiity

Prisoners, others involuntarily detsined or incarcerated, or paroless

Student sthletes,athletic teams, or cosches

Decisionally impaired individuals

Foster children

Non-Englishspesking

Students

Employess

Abusive Relationships

Agerange of subject
~Please indicate the Minimum and Maximum age of subjects enrolled. If multipe age groups are used, lease indicate which age groups are used.

0oooooooooo

ifno maximum age it indicate 95
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Tnclusion / exclusion criteri

= List required characteristics of potential subjects inclusion criteria).
ifno specificcharacteisics e requied, pleose answer "N/A"

= List characteristics that would exclude potential subjects of paticipation (exclusion crteria).

B 1 ou s © @

< Justify any exclusion based on race, gender or ethnicity.
Ifnot appiicabe, please enter "N/A"

B 1 ou s
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Methods of Recruiting

~ Check allthe following means/methods of subject recruitment to be used:

0 Inperson . approaching individual participants)
O Participant pools
O Presentationto classes o other groups.
[0 Letters
O Fiyers
O Recruitment ads on any of the following sources:
.V
- Radio
- Website
« Newspaper
0 Telephone script
) Emailorlstsery announcements
o al contact (e.2, email script,letter)
c
o iting participants 1.  dtaset)

~Please attach your recruitment materials

ATTACH

~Describe how you will find and approach potential participants.

~Select any of the following procedures solely conducted for screening, recruiting,or determining the elgibiliy of prospective human subjects. (Note: you should only collect the minimal information needed for these purposes.)
0 Obtain information through oral or written communication with the prospective subject orlegally authorized representative.
Thisincludes onlin, telephone, orin-person sreening questonnaies o interviews.
) Obiain alreadycolected identifable private information or records
‘Examples include revew of medical chart, data repositores,and administative records.
0 Reviewingtesting identifable biospecimens by accessing stored biospecimens and relsted information
D Noneof the above
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Describe how and where subjects will be recruited and address the likelihood that you will have access to the projected number of subjects identified in the Subjects section above.

B Iy s omomeoeom

~Describe how you will rotect the privacy of potential subjects during recruitment

B 1 ou s © @

~Describe whowilldo the recruiting

B Iy s omomoeom

- Describe efforts to ensure equal access to participation among women and minorities

B 1 ou s © @
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Protected Health Information (PHI)

Protected Health Information (PHI) s any dentifiable information about the subject's health that relates o thelr participationin this research andis obtained from sources other than the subject  such as medicalrecords,health care providers, insurance plans, etc. more.

ifyouneed o occess Protacted Health information (PHI) o identiy potentialsubjects orrecritment,you willneed  partal alver of HIPAA autharization. I you will e accessing medicalrecords but not contacting patients (e3, retrospective chartreview), you should request o full waiver

~ Are you requesting a partial waiver of HIPAA authorization?

‘Apartialwaiver of HIPAA authorization i for accessing Potected Health Information (PHI) to dentify potential subjects who will hen be contacted for recrutment.
> ves
® No

= Willyou need to access PHI for reasons OTHER than the identification of potential subjects (.5, ongoing use of medical records to conduct the study), as addressed above?
> ves
®No
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‘Sublect Contact, Duration and Privacy.

~Number of contacts per subject

~Duration of each contact. If multiple contacts,provide the range or average time for each contact.

idual subject's participation,including follow up evaluation, i applicable.

«Listthe locations where subjects willbe tu

. both o and off the Appalachian State University campus.

B 1 ou s = o m

= Describe procedures that will ensure privacy ofthe subjects in this study. Examples include the setting for interviews, phone conversations, or physi
leg, mailings should ot ndicate disease status o focus o study n the envelope)

B 1 ou s

| examinations; communication methods or mailed materials.
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Incentives for participation

~ Are there incentives (monetary or non-monetary) for sublects to participate?
Yes
O No
~ Are there incentives for ELC's via the Psychology Pool (Sonal?
Yes
O No
~ Are you collecting SocialSecurity Numbers or Banner IDs for payment and/or tax-related purposes?

Note: you must colect SN or Banner Ds for payments more than $99.99 or $599 annually
es
No
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isks and measures to

~Please select the categories of risk:
“There sre no ressonably foresessble risks
O Physical
O Psychological
O social
O Economic
O ezl
= Overall Assessment oflevel ofrisk .. greatest level of sk based on all procedures):
® Risks (including physical, emotionsl, socia, legal o financial)are the same as encountered n dalylfeor during the performance of routine physical or psychological examinations or tests (minimal risk).
Risks are more than minimal in that either: 3] the probabty of harm or discomfort anticipated,or b) the magnitude o harm or discomfort anticipated i grester than that encountered indaily life.
Information to be collected could cause participants to bt risk o criminal orcivi lsbilityif responses s disclosed outside of the research stting
Information to be collected could be damaging to participant's financial standing, employabty,or reputationif disclosed outside of the research etting.
Unless already addressed above, describe procedures forreferring subjects who are found, during the course of thisstudy, to be inneed of medical follow-up or psychological counseli

B 1 ou s

“The IRB has developed IRB-approved risk language statements or certain biomedicallc
) Display the IRE-3pproved Rsk-language section

| procedures. Please check the checkbox f you wouldlike to display the section containing the IRB approved risk language.
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Benefits tosublects and/or society

- Describe the benefit to society based on scentific knowledge to be gained.

B Iy s omomoeom

~ Does thisstudy have the potential for direct benefit to ndividual subjects n thisstudy?

‘Consider the nature, magnitude,and lkelihood of any direct benefit to subjects I thereis nodirect beneft t theinividual subject,say so here and i the consent form. Do ot cite monetary payment o other compensation a5  beneft.
Yes

No

~ Are there plans to communicate the results of the research OR results of any clinical tests adr
> Yes

No

istered for the research back to the subjects?
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IRB-approved risk language

‘The following options are IRB-approved risk language statements for certain biomedical/clinical procedures. Please check the checkbox i you would like to display the applicable risk language.

'NOTE: Any checkedrsk anguage should alo be incorporated in the Informed Consent form.

v
v

mptions

Risklanguage for DEXA scans:

Displayrisk langusge.
“The riks associated with 3 DEXA scan include exposure tosmall amounts ofradiation. DEXA scaning utilizes radiation to obtain an image of your body. Everyone recefves 3 small amount of unavoidable radiation from the environment each year. Some of thisradiation comesfrom space and some fromnaturally-
‘occurring forms o radiosctive water and minerals. The DEXA scan technique sives your body the equivalent of about 4 extra days' worth of this natursl radiation. The radiation dose we have discussed is what you will eceive from thisstudy only and does not include any exposure you may have received or will
receive from other tests Ifyou are pregnant or trying to get pregnant, you should not participate in 3 DEXA scan.

Risks and Benefits
O1RB-approved riskL..

PRI RS Risklanguage for pQCT scans:

Risklanguage and minimization ofrsks for VO2 Max procedures (selecting this language confirms youwilfollow the lsted procedures:

O Display ik anguage

Use of CO (35%/ 63%) to induce anxiety (selecting this language confirms you will adhere to the procedures described for risk min

O Display isk language

Riskfrom EyeLink 1000 or other EyeTracking device:

) Display Risk Language

Risklanguage and risk minimization for muscle biopsy procedures (selecting this language confirms adherence to the procedures isted below):

O Display isk language
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tstudies),or a formal power calculation.
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Identifiers

= Checkallofthe following identifiers you willbe collecting. This does not apply to nformation on consent forms.
Names

Dateof Birth

Telephone numbers

Email addresses

Socialsecurity numbers

Medicalrecord numbers

Internet protocol (IP) address numbers

‘Any geographic subdivisions smler than 3 State, including street address, ity county, pecinct 2ip code and their equivalent geacodes (e, GPS coordinates), exceptfor the

‘Biometric dentifies, including finger and volce prints

Fullface photographic images and any comparable images

Recordings of Voice

Embedded ID function n Qultrics

MTurkid

Other

Please explain why it would not be possible to conduct the study with only de-identified data(.c. without any dentifierslisted)

althree digits of azip code:

00000000000000

B Iy s omomeoeom

For any identifers checked, describe how you willbe using this dentifer and how the identifier will be stored in relationship to the research data?

B 1 ou s = o ®
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‘Confidentialty of the data
= Willyou use a crosswalk mechanism (e:.  code number or pseudonym) to ik dentifiers to the data?
Yes
®No
~ Describe procedures for maintaining confidentialty of the data you will collect or willreceive (e, password protected devices, encryption, etc).

B Iy s omomeoeom

~ Describe how data will be transmitted among research team (.. personnel isted on this application).

B 1 ou s = o ®

~ Are you collecting sensitive information such as sexual behavior, HIV status, recreational drug use, llegal behaviors, child/physical abuse, imigration status,etc?
Yes

No

Do You plan to obtain a federal Certificate of Confidentiality for this study?

Please note that ol angoing or new resarch funded by NIt asof December 13, 2016 thati collcting orusingidentifableinformationisautomaticalyissued a Certifcate of Confidentility (CoC). You should als select “Yes" ifyourstuy is NIt funded an has been ssued  CoC under tis updated NiH polic.
Yes
No
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If this study involves data collection by survey or interview, discuss the potential for deductive disclosure (i, directly identifying subjects from a combination of indirect IDs).

B 1 ou s

= Willany ofthe groupings or subgroupings used in analysis be small enough to llow individuals to be identified?
Yes
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Datasharing and transmission

Datasecurity for storage and transmission:
~Electronic Data

0 Data anonymized by research team so source o data cannot be determined
) secure Network
O Encryption of alldentifiable data transmitted (e, email)
O Encryption of alldentifable data stored electronically
0 Using participant codes on il colected data with the key inking participant codes to dentifiable nformation stores in a separate location from data
[ Portablestorage
0 Other

~ Hard copy data and/or specimens

0 Data znonymized by research team so source data cannot be determined
0 Locked suite o office.
0 Locked cabinet
D Using participant codes on il coected data and maintaining the key linking partcipant codes with dentifizble information in a separate location from data
[0 Other
= How long will the data be stored?
O Years afterstudy completion
O Indefiitely
O Datawithout identifers stored indefintely.
0 Other
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Post-study disposition ofidentifiable data or human biolosical materials

~Doyou plan o destroy linkage codes or identifiers?
> ves
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DataSources

= Willyou be using existing records,data o human biological specimens?
es
> No
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Data and Safety monitoring

Data and safety monitoring

~When appropriate, describe the plan for monitoring the data to ensure the safety of participants(e. physical o psycholosical isk factors). These plans could range from the investigator monitoring sublect data for any safety concerns to  formal data safety monitoring plan, depending on the study.
For studies that o notrise obvioussafety concerns,you may still describe your plansfor moritoring the study asit progresses,or mark N/A.

B Iy s omomeoeom

~ Are there criteria that will be used to stop the ENTIRE STUDY prematurely (e, safety, eficacy, unexpected adverse events,inability to recruitsufficient number of subjects, etc)?
Yes

oo
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Consent Process - Exempt Studies

~The purpose of obtaining informed consent s to recognize and affirm the ethical pri
parental permission materials for most exempt research, the importance of btair

O understand the ethicalprinciple of Respect for Persons and confirm that  willuse 2 consent process that respects the autonomy of participants in my research.

Ik Language" guidance document before continuing and, where appropriate, amend your consent process to include the suggested language.

~ There are several kinds of common research procedures for which our office has provided suggested consent langusge. Please review the *Procedure and.

0 Ihave reviewed the consent language recommended by Research Protections.

~Ifyour researchis determined to be exempt,there i the expectation that you will provide the following information to participants:

1 the purpose of the research
2.an explanation ofthe procedures of the study.

2 details o any foreseeable risks, benefits and compensation

4 an explanation that participant s voluntary and there is no penalty orloss of benefits f  subject refuses to participate or decides to discontinue participation

5. contactinformation for the Principal Invstigator (P1), and Faculty Advisor (Fa). ifthe Pl s a student.

Please select ONE:

O Iconfirm that 1 willprovide the above information o participants
0 Myresearch requires that | do ot disclose the full purpose of my research andlor the true nature of the research procedures to partiipants during the consent process

Please upload any consent, assent, and parental permission materials used in this research,if desired or if requested by the reviewer.

'NOTE:any study using deception (o incomplete discosure) must upload both the consent mateials and the debrifing materilsfor review.

ATTACH
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Obtaining informed consent from subjects

“The standard consent process isfor allsubjects to ign a document contai
provide relevant nformation i the section below on waivers.

= Willchildren under the age of majority in thei locale (18 years in NC) be enrolled n the study?

es

= Willadult subjects be enrolled in your study?
> ves

How much time willparticipants be given to decide whether they want to participate (.. how much time wil they be given between presentation of research/request for consent and tart of procedures)?

B 1 ou s = o ®
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= Select factors that might interfere with informed consent:
O Noneknown
O Participants o their authorized representative (parent) may not spesk and/or read English
0 Participants are employees whose supervisoris recruiting requiring participation
0 Researchwill involve current students ina course/program taught by member of researchteam
0 Other

~For selected factors above, describe any efforts to mitigate interference:

B Iy s omomeoeom

~ Describe any steps that wil be taken to minimize coercion or undue influence during the consent process. These might include 2 wating period between the
treating physician).

dal consent discussion and obtaining consent, o obtaining consent by someone other than  person with percelved authority (e, professor employer,

B Iy s omomoeom
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‘Waiver of written documentation of

formed consent/ parental permission

‘The default s for subjects tosign a written document that contains al the elements of informed consent. Under limited circumstances,the requirement for a signed consent form may be waived by the IRS. For example, this might occur for phone orinternet surveys, when asigned consent form i either impractical or
‘unnecessary,or in circumstances where asigned consent form creates a ik for the subject.

~ Are you requesting awaver of written (signed) documentation of informed consent / parental permission?
Yes
No
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Eullor partial waiver of consent/ parental permission

‘The default i for subjects togive nformed consent Awaiver ofnformed consent, or of certain elements

formed consent, might be warranted incertain dircumstances

Areyou requesting any ofthe following:
O 3waiver of informed consent / parental permissioninits entirety.
O awaiver or alteration of some of the elements o nformed consent / parental permission
) 3waiver of parentsl permissionfor college students under the age of majority
Tojustify a waiver, you must affirm, by checking each of the following items, that it applies to thisstudy. Provide abrief explanation.
D) The research involves no greater than minimal risk to subjects or o ther privacy.
O The waiver willnot adversely affectthe rights and welfare of subjects (Consider the right of privacy and possislerisk o breach of confidentialtyinlight ofthe nformation you wish o gather)
0 The researchwould be impracticable to conduct ithout the waiver.
O When appropriate,there are plans to provide subjects with pertinent nformation after thei participationis over. (e, Will you provide detais vithheld during consent, or tell subjects i you found information with direct linical relevance? This may be an uncommon scenario)
D) Therisk toprivacy isreasonable n relation o the importance ofthe knowedge tobe gained
fyour request for awaiver applies to some but ot al o your subject aroups and/or consent forms,please deseribe and justify

B I u 5 omom oo

Does this request for waiver support astudy design that involves deception or withholding of information?
Yes
No
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