IRB Wise Submission Example and Guidance

This presentation includes an example of a new study submission in IRB
Wise and also includes guidance for each section in IRB Wise. The
screen shots are of an example and the responses are not to be taken as
the correct response. Each study is different, and therefore each
response and each section will need to be filled out to tailor to your

study. Please contact the Office of Research Integrity Assurance if you
have any questions.
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To submit a new protocol, please click “Submit New
Protocol” (circled in red) in the Tasks dropdown menu on
the top right of your alerts screen.
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Section |. General Information

Harne Meetings REEDHS Maintenance Feedback LUQUUt
e M
A IRBWISE'

Search by Protocel Number: Go Tasks:

Select One v
‘Welcome to IRBWISE, Scott Samuel Katz

» Submit New Protocol @ With Pl With Department Head Approval Submitted to IRB Under Review Final Disposition

| INFORMATION Enter protocol information and submit by clicking the link at the hottem of this page: |

|I. General Information

A Protocol Title

4 s Example Study: Effects of Spatial Cues on Spatial Learning
(required to save application)

B Research Personnel
(required to save application)
List all personnel who will

research, includ
with subjects or wit

ifiable data

C Protocol Description
Provide a brief description of the research in
|ay terms that can be understood by those
unfamiliar with the area of research

D Protocol Department
(required to save application)
Identify the home depa fi
This is usu
Principal

- Addidodify Cerified Personnel (required)

Human and nonhuman animals use a variety of spatial editor window
cues when navigating through space or making spatial *
choices. Previous research has shown that humans can =

Search | or | List All Choices

Psychology X

E Exempt Review Determination

owed for research uaiifies for
as defined in the fe
regulations. Answer Exempt Rey
Questions

- Answer Exempt Review Determination Questions

note: Be safe-- save your work often

Save Application Save and Finish Later

This is the first section of IRB Wise. In this section, you are asked
for a title, brief description, your department, and a list of all of
the research personnel.
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Section |. General Information — Add/Modify Personnel Window

Home  Meetings  Repors  Maintenance  Feedback  Logout
e M
A IRBWISE
Search by Protocef Number: Go Tasks: | Select One v

» Submit New Protocol

| INFORMATION Enter protocol information and submit by clicking the link at the hottem of this page: |

@ With Pl With Department Head Approval Submitted to IRB Under Review

Final Disposition

‘Welcome to IRBWISE, Scott Samuel Katz

|I. General Information

A Protocol Title

4 s Example Study: Effects of Spatial Cues on Spatial Learning
(required to save application)

B Research Personnel
(required to save application)
List all personnel who will
research, includ
with subjects or w

- AddiModify Certified Personnel (required)

th identifisble data

GREratocat Descrphiog Human and nonhuman animals use a variety of spatial gl editor window
Provide a brief description of the research in oy , i :
ay terms that can be understood by those cues when navigating through space or making spatial *
unfamiliar with the area of research choices. Previous research has shown that humans can =

D Protocol Department

(required to save application) Search | or | List All Choices

Identify the home department for the protocol
This is usu;
Psycholo v
Principal In! ¥ 9y
E Exempt Review Determination
Only allowed for research t ualifies for i e
exempt r as defined in the federal P Answer Exempt Review Determination Questions

regulations. Answer Exempt Rev
Questions

note: Be safe-- save your work often

Save Application Save and Finish Later

When adding study personnel, please click on the Add/Modify

Certified Personnel link (circled above).
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Section I. General Information — Add/Modify Personnel Window

» Associate Study Personnel

Select Person (by Last Name):

Select Role:

m

Proof of Experience & Certifications:

V or resume. Include any license & certification st

please start typing | > View their certifications
note:The search list above contains all current Georgia Tech students & employees. If you need to list someone on this protocol who is not in this list
and is not affiliated with Georgia Tech, please send the following information to the Office of Research Compliance:

- The person's name

- Organization/Company

- Phone #

- E-mail Address

- Role on this protocol

- Proof of completion of Human Subject Training

Select Role vi

Attach Files: | Browse... | No file selected.

Browse... | No file selected. Attach More..

Add This Person Continue with Application

directions: This list contains all active students, faculty, and staff at Georgia Tech.

Study Personnel Listed:

Select Name

@] Scott Samuel Katz

Modify Selected Delete Selected

Role Certification Documents

» CITI: IRB Health Information Privacy and Security (HIPS) (Approved): May 17, 2018 - May 17, 2021
= CITI: IRB IRB Members (Approved): July 21, 2017 - July 21, 2020

» CITI: IRB Good Clinical Practice (Approved): July 14, 2017 - July 14, 2020

» CITI: IRB Biomedical Training (Approved): July 21, 2017 - July 21, 2020

Pl

In this pop-up window, you are asked to list all of the research personnel who will be involved in the
research. Please type the name in the first text box and select the correct individual. Please be sure to
also select a role for each individual. Please note that only faculty can be listed as Pl and Co-PI.
Additionally, we manually check for CITlI once we receive your submission. Therefore, do not worry if you
have completed the training and “No Certifications” is listed next to your name. We will check on our
end once we receive your submission.
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Section I. General Information — Exempt Study Window

Home  Meetings  Repors  Maintenance  Feedback  Logout
e M
A IRBWISE
Search by Protocef Number: Go Tasks: | Select One v

» Submit New Protocol @ With Pl With Department Head Approval

| INFORMATION Enter protocol information and submit by clicking the link at the hottem of this page: |

Final Disposition

‘Welcome to IRBWISE, Scott Samuel Katz

|I. General Information

A | Protocol Title Example Study: Effects of Spatial Cues on Spatial Learning

(required to save application)

B Research Personnel

- AddiModify Certified Personnel (required)

GREratocat Descrphiog - : Human and nonhuman animals use a variety of spatial editor window
Provide a brief description of the research in oy , i :
d cues when navigating through space or making spatial *
choices. Previous research has shown that humans can =

Search | or | List All Choices

Psychology X

E Exempt Review Determination
8] ad for research that qualifies j

- Answer Exempt Review Determination Questions

note: Be safe-- save your work often

Save Application Save and Finish Later

Only studies that meet the specific criteria can be reviewed under Exempt Review. Please see our

website for more information. If your study does meet the criteria, then please complete this

section (circled above) and skip the rest of the submission unless instructed otherwise. A separate

presentation has been prepared for Exempt Research as well.
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https://oria.gatech.edu/institutional-review-boards-submitting-protocol/submission-decision-tree

Section II. The Protocol: Research Design and Methodology

Il. The Protocol: Research Design and Methodology

A Describe the research design, including the proposed research methodology. For research directly involving human subjects, describe in chronological order the procedures that will oceur. If subjects will be assigned to various conditions, describe how and why assignments
will be made. (Examples of studies not directly involving human subjects, but still needing IRB approval, include prospective record reviews, observation of behavior without manipulation, and use of anonymized data).

Prior to conducting the virtual room experiment, the subjects will give their consent to the study and fill out a demographic survey.

An interactive 2-D virtual environment will be used for this study. The virtual environment will contain 36 containers organized in 3 6 - 6 matrix. Eight of the raised bins will be marked in blue, and the remaining bins were unmarked (white
colored). To provide an orienting cue, the wall opposite the start location will be lighter than the other three.

Participants will be randomly assigned to one of two groups: visual pattern or visual random. The participants will complete 20 trials in which they will search for eight hidden target locations located among the 26 bins, These geal lecations
will be arranged in a circle pattern. The circle pattern will move about the search space to a random location from trial to trial, but the goal locations will always maintain the same spatial relations to each other (i.e., in the shape of a circle).
Participants will be required to search for these eight goal locations. Participants will begin each trial at the same starting position.

For participants in the visual pattern group, the eight red bins will be arranged in a circle pattern that will be consistent but not coincident with the hidden spatial pattern. These eight red bins will always maintain the same spatial relationship
to each other (i.e., in the shape of a circle) and will move to a random location from trial to trial, but their movement will be independent of the hidden spatial pattern. For participants in the visual random group, the red bins were randomly
arranged within the 6 - 6 matrix from trial to trial, and their movement will also be independent of the hidden spatial pattern.

Participants will be asked to locate the hidden bins in each virtual room. Upon finding a hidden target, the speakers will make a "ding" sound. Once all eight hidden targets are discovered, the screen will reset to the next virtual room.

B State the duration of subject participation. How many hours, days, weeks or months? Specify number of sessions and, to the extent possible, state total amount of time for subject participation.
Each session (20 trials) will last approximately 1 hour. Each subject will only
complete one session.
2
C Describe study assessments and other data collection methods. Uplead all instruments, including rating scales, questionnaires, surveys, focus group and interview guides, and so on at the end of this online application in the ATTACH DOCUMENTS section.

(NOTE: The IRB recognizes that such specificity may not be possible in ethnographic or anthropological studies. In such cases, provide sufficient detail for the board to understand the study methodology).

The video game Valve Hammer Editor and Half-Life Team Fortress Classic platform will be used to simulate the virtual reoms. These programs will track all of the subject’'s movement, which will then be experted in a text file,

A demographic survey will be administered to ask for age, gender, and gaming experience.

D Fully describe any potential benefits of this study. All ethical studies pose some benefit—- whether to individual research subjects, to the greater community, as a building block for further development of treatment, and so on. (If subjects will not benefit from participating, this
should be disclosed in the benefits section of the consent document).

The subjects are not expected to benefit from this study. This study intends to add to the existing knowledge of spatial memory and provide further insights for future research in this area. The ultimate goal is to increase the knowledge on
how we navigate through our world to make comparisons of potential routes of travel and navigation between known locations more efficient.

E Fully describe any known risks to subjects participating in this study and, to the best of your knowledge, indicate the likelihood of such risks occurring. Also state any measures to be taken to minimize or eliminate risks or to manage unpreventable risks.

Some subjects may experience nausea due to the experience of navigating in a virtual room on the computer. To reduce this risk, we are screening for those who are prone to nausea before the experiment in the demographic survey and will ask |EIRILEED
the subjects if they are willing to continue every 15 minutes.

Mo other risks are expected outside of those in daily life when using a computer and filling out forms.

In this section, you are asked to answer multiple
questions about your research. Please be sure to fully
answer each question in this section.

Office of Research Integrity Assurance Version 02/2020
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Section Il. The Protocol: Research Design and Methodology - Continued

Describe the statistical analysis plan, its design, and the rationale for the plan.
Both errors and choice type will be analyzed from this data. A two-way mixed analysis of variance (ANOVA) will be used te determine if there are difference between the two conditions for these two types of data points.

Additionally, the data will also compared to the demegraphic data collected via the survey to see if there are any group differences,

What are the anticipated start and end dates for the proposed research? Include the expected number of years that data analysis will continue.

Federal regulations currently require that IRB approval remain active during data analysis (if subject data are not de-identified) even though subject enroliment and interaction may be complete. Be sure to include the period of data analysis when calculating the end date if you
will maintain subject identifiers.

Anticipatad start date: January, 2018

Anticipated end date: May, 2018
Anticipated data analysis end date: December, 2018

Upload a fully annotated bibliography or reference section, including the results of the literature search done in support of this proposed study.
This material may be added in the ATTACH DOCUMENTS SECTION at the end of the online application and is required for CLINICAL STUDIES only.

Katz, 5.S., Brown, M.F, & Sturz, B.R. Psychon Bull Rev (2014) 21: 114, https://doi.org/10.3758/513423-013-0477-1

g

If this is a student class project, provide the course title and number and the name of the instructor.

editor window,
4

GEORGIA INSTITUTE OF TECHNOLOGY INVESTIGATORS ONLY: If funding is pending, specify the potential funding source in the field here. (IRBWISE is linked only to active awards on record in the Georgia Tech Office of Sponsored Programs and not to pending proposals). If
the study is already externally funded, please select the specific project in the funding section M below.

editor window
A

Georgia Tech applicants: If available, enter the DOC ID number here.

GEORGIA STATE UNIVERSITY INVESTIGATORS ONLY: Please specify the funding source in the field below. IRBWISE is not linked to GSU's Office of Sponsored Programs, so the search feature in the next question is not applicable to GSU investigators.

P editor window

GEORGIA INSTITUTE OF TECHNOLOGY INVESTIGATORS ONLY: If this study is a sub award please list the PRIME information below.

P editor window,

This is a continuation of Section Il.

Office of Research Integrity Assurance Version 02/2020
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Section Il. The Protocol: Research Design and Methodology - Continued

M Research Funding
How will the research be funded?

Mot Funded v | If Funded, p Add/Modify Funding Sources

O Research Locations - Add/Modify Location(s)
Where will the research be conducted?

note: Be safe-- save your work often

Save Application | | Save and Finish Later |

This is a continuation of Section Il. For these last two
questions, you will need to click on the links (blue text)
to fill out the information. All research should answer
question O, regarding where the study will take place.

Office of Research Integrity Assurance
Georgia Institue of Technology
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Section Il. The Protocol: Research Design and Methodology — Funding Window

A |IRBWISE"

» Modify Funding

If externally funded, please type the last name of the Pl in the text box and then select the corresponding grant from the drop down list.

Pl and Grant Title: please start typing

Add This Funding Sponsor || Continue with Application

(If there is a funding source associated with the Protocol which is not in the list above, click here. )

List of funding sponsors currently associated:

Select Funding Sponsor

Grant Title ICOL # (Doc ID)
None

Delete Selected

If internally funded (such as Foundation or start up funds), enter funding source(s) here

Grant title:
Sponsor Name

Add This Funding Sponsor

Visit the Georgia Tech IRB Website

Page generated on December 11, 2017 10:46 AM
IRBWise v.2.3.7 (0003434)

© 2004-2006 IRE Solutions, Inc., Portions Copynignt 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

This is the pop-up window after clicking “Add/Modify Funding.” In this
window, please either type the Pl name or grant title in the first text box and

select the correct funding. If the funding is internal, then please fill the text
boxes at the bottom of the page.

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
irb@gatech.edu



Section II. The Protocol: Research Design and Methodology — Location Window

BEipToligin

A |RBWISE"

» Associate Site Locations

Associate Locations:

Select Location: Search | or

<search results>

Add This Location | Continue with Applic ation

(If there is a location associated with the Protocol which is not in the list above, click here )

List All Choices

v

List of site locations:
Select Location Name
*  Psychology

Delete Selected |

Associate Other Locations:

Short Full

Name: Name:

Address 1:

Address 2:

City: State: Zip:
Country:

Add This Location

Visit the Georgia Tech IRB Website

Page generated on December 11, 2017 10:47 AM
IRBWise v.2.3.7 (D003494)

© 2004-2006 IRB Solutions, Inc., Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

Office of Research Integrity Assurance
Georgia Institue of Technology
irb@gatech.edu

This is the pop-up window for
adding study locations. In this
window, please either select
the location from the drop-
down menu for where your
research will take place. If
you research will take place at
a location that is not listed,
then please list the location in
the text boxes at the bottom
of the page.

Version 02/2020



Section Ill. Subject Information, Consent and Types of Studies

Ill. Subject Information, Consent and Types of Studies

A Human Subject
Interaction Yes v
Will the research :
involve direct IFyes, P Click Here.
interac tion with .
human If no, P Click Here.
subjects?

B Proposed

Consent - Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance - Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions
Portability &
Accountability
Act (HIPAA)

In section lll, you are asked to fill out
D Clinical Trials B Answer Clinical Trials Questions information in mUItIple pOp-Up WindOWS.
Please answer all of the sections that apply to
E Biological your research. The sections that do not apply
Specimens, .
Questions A-J o ancyer Biological Specimens. Questions A-J dO not nEEd to be flIIEd out. Please be aware
REPOSITORIES of Specimens and/or Data. Questions K-S

REPOSITORIES
of Specimens .
gnd;%trmﬁs that most research requires that at least
guestions A, B, and F be filled out.

Floa _ pAnswer Data Management Questions
GIMUITESE P Answer Multi Site Studies Questions
Studies

H Studies Taking
Place in
International
Locations

p- Answer Studies Taking Place in International Locations Questions

Investigational

Device and P Answer Investigational Device and Drug Questions

Drug
J Studies
Involving p Answer Studies Involving Prisoners As Subjects Questions
Prisoners As
Subjects
Office of Research Integrity Assurance Version 02/2020

Georgia Institue of Technology
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Section Il - Question A

lll. Subject Information, Consent and Types of Studies

A Human Subje
Interaction
Will the resez —_—
involve direct *

interaction with
human
subjects?

B Proposed
Consent
Procedures

C Research
Subject to the
Health
Insurance
Portability &
Accountability
Act (HIPAA)

D Clinical Trials

E Biclogical
Specimens,
Questions A-J
REPOSITORIES
of Specimens
and/or Data,
Questions K-8

F Data
Management

G Multi Site
Studies

H Studies Taking
Place in
International
Locations

| Investigational
Device and
Drug

J Studies
Involving
Prisoners As
Subjects

Ifno, pClick Here,

P Specify Consent Procedures

p Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions

If your study is interacting with subjects to
collect data (e.g., online survey/interview, in-
person survey/interview, in-person interaction
with subjects, etc.), then your answer to
P Answer Biological Speci . Quest A-J H " ” . .
P s s question A should be “yes.” After making this
determination, please click the link “if yes, click
here” to answer more specific questions about
P Answer Data Management Questions yo ur St u dy

P Answer Clinical Trials Questions

P Answer Multi Site Studies Questions

p Answer Studies Taking Place in International Locations Questions

P Answer Investigational Device and Drug Questions

P Answer Studies Involving Prisoners As Subjects Questions

Office of Research Integrity Assurance Version 02/2020

Georgia Institue of Technology
irb@gatech.edu



eTolsin

™

A |RBWISE

Section Il - Question A

» Description of Subjects/Data to be Collected

Subject Information:

Number of Subjects for this Protocol:

Subject Gender(s) for this Protocol:

Save Answers

Population Information:

Indicate which of the following populations will be included in the research. Check all that apply
Population

Children (The state of Georgia defines children as persons younger than 18 years of age.)
Economically disadvantaged

Educationally disadvantaged

Employees or Subordinates of Investigators

Individuals that do not have the capacity to consent for themselves

Neonates

Non-Native English Speakers

Patients

Pregnant Subjects

Prisoners

Students or Trainees

Wards of the State

Save Answers

If you clicked “yes” to question A, this pop-up window above will appear. There are several

100

Both genders ¥

Description

(e.g. those with Alzheimer diseases)

This population is considered vulnerable when subjects enroll in a clinical study that may pose a risk to the fetus

All prisoner studies require Full Board Review and completion of the application section regarding prisoners.

Included?  Questions
(none)
(none)
(none)
(none)
(none)
(none)
(none)
(none)
(none)
(none)
v (none)

(none)

sections in this window that need to be fully answered. Please also be sure to answer the first
few questions shown here at the top of the window.

Office of Research Integrity Assurance
Georgia Institue of Technology
irb@gatech.edu
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Section Il - Question A

|Subjects, Inclusion, and Exclusion Criteria

A

D

In relation to your research, if your communication with subjects is via email and online, there may be a chance that subjects may be located within the EU at the time of correspondence or completing the survey. Of course, you are free to include
subjecis who are located in the EU at the time of participation in the email or survey, but you will need to provide the EU GDPR Researcher's Privacy Notice, obtain an additional GDPR consent from each subject (more infoermation here:
http:iiresearchintegrity.gatech.edulfirb/policies/policies-procedures) along with a more stringent data management plan for data collected. Please confirm if or how your study will address EU GDPR.

EU GDPR Consent Form

EU GDPR Privacy Notice

GTEU GDPR Policy

|No. all interactions with subjects will be in person ~

Provide the scientific justification for the number of subjects to be enrolled in the study.
For clinical protocols, it is important to STATISTICALLY justify the number of participants needed and to state a precise number to be enrelled.
For non-clinical and minimal risk studies, participant numbers may be stated as a range, (i.e.: 100-500. We will mail surveys to 500 addresses and hope to have respeonses from 100 participants). If responses are received from more than 100

participants, over-enroliment will not have occurred. Web-enabled recruitment may result in far more responses than anticipated or needed. Researchers should be prepared to shut down a web recruitment site immediately if responses exceed the
number of approved participants. Over-enrcliment must be reported to the IRB as a pretocol violation er deviation, and it may be unethical to accept responses from participants whose data are not needed and will net be utilized.

We are seeking to enroll 50 subjects per condition. This number is supported by previous psychology
research (Katz, Brown, and Sturz, 2014) to show a desired effect in multiple conditions.

State the study population INCLUSION criteria. Inclusion criteria should be designed so that the study population has the attributes necessary for the purpose of the research to be accomplished.

Inclusion (and exclusion) criteria may include age, race, sex, ethnicity, type and stage of disease, medical history, certain behaviors, occupation, and so on. By explicitly defining these criteria, researchers increase the likelihood of obtaining reliable
and useful data.

Inclusion criteria are listed below:
- 18 years or older

- normal or corrected vision

- normal or corrected hearing
- fluent in English

State the study population EXCLUSION criteria. Exclusion criteria are those that disqualify potential subjects from participating.

Exclusion (and inclusion) criteria may include age, race, sex, ethnicity, type and stage of disease, medical history, certain behaviors, occupation, and so on. By explicitly defining these criteria, researchers increase the likelihood of obtaining reliable
and useful data.

Exclusion criteria are listed below:
- Under 18 years old

- vision impairment

- hearing impairment
- not fluent in English

This is a continuation of the pop-up window that appears if you answered “yes” to question A of section IlI.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question A

Federal regulations require that women and minorities be included in CLINICAL research unless the researcher provides a clear and compelling rationale and justification that inclusion is inappropriate with respect to the health of the subjects or the
purpose of the research. If you will be specifically excluding women or any minority group or subpopulation of a minerity group, provide the rationale and justification here:

N/A editor window

Federal regulations require that children be included in CLINICAL research unless their exclusion can be scientifically or ethically justified. If you are excluding children from a study about the cause, treatment and cure of diseases that affect children,
provide the justification here. 9

No minors. See justification below V|
No minors are to be included. This is not a clinical trial.

Provide steps to be taken to ensure additional protection of the rights and welfare of vulnerable pepulations. A vulnerable population is vulnerable to coercion and undue influence, in recognition that coercion or undue influence refers to the ability
to make an informed decision about participating in research. An example is an individual with impaired decision-making capacity.

All subjects will be asked to consent prior to participating. Throughout the study and during the consent
process, we will ask the subjects if they have any questions and if they are willing to continue to participate.

Indicate subject age range(s) below. Check all that apply.

[1 0 (Birth) - 5 years

[] 06 years - 11 years
[ 12 years - 17 years
18 years - 89 years
[] 90 years and older

This is a continuation of the pop-up window that appears if you answered “yes” to question A of section lll.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question A

[Recruitment & Compensation

A  Describe in detail the recruitment plan. Specify where and how potential subjects will be identified. By recruitment ads, word of mouth, email? If using flyers, email, advertisements, screen shots from websites, or other d upload copies in the ATTACHED
DOCUMENT SECTION.

If recruitment will be by word of mouth. provide a brief script. The IRB does not expect the script to be followed verbatim; however, the recruitment language must be reviewed.
We will recruit through flyers and on the Psychology Department SONA

website. The flyers will be posted around campus. Both the flyers and the
SONA recruitment language are attached.

B Is a Georgia Tech Student Subject Pool being used? NOTE: Only the School of Psychology and the College of Management have formal Student Subject Pools. In order to recruit from among either group, advance arrangements must be made with the manager of that

pool.
No
. Yes
Psychology Department - SONA
C Describe the compensation plan for subject participation. If F ion will be class credit, state how much credit will be granted for student participation. Include plans for prorating compensation if subject does not complete study.
NOTE:

If a lottery or raffle is proposed as compensation: the State of Georgia requires a license for a true lottery. A license is not generally required if non-participants may enter the lottery without being in the study.
U.S. Tax Law requires a mandatory withholding of 30% for nonresident alien payments of any type.
Consult the IRB Policies and Procedures at www.researchintegrity.gatech.edu for additional guidance on both points.

All subjects will receive 0.5 SONA credits for every 30 minutes of -

participation. The study should last up to an hour, therefore we expect 1
SONA credit will be awarded for participation.

D Finder Fees. While it may be appropriate for a small fee to be paid to individuals who refer willing research subjects, such fees may only be used for recruitment in minimal risk studies of a non-clinical nature. If finder fees are proposed, indicate the relationship of the

finder with p subj : he/she has a financial interest in the study or its outcome, and describe the fee structure in full.
/A

Save Answers

| Save & Confinue with Applicaton || Cancel

This is a continuation of the pop-up window that appears if you answered “yes” to question A of section IlI.

Office of Research Integrity Assurance Version 02/2020
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Section Ill - Question A

lll. Subject Information, Consent and Types of Studies

A Human Subject
Interaction
Will the research

involve direct e
interaction with
subjects?

B Proposed )
Consent P Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance » Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Guestions
Portability &
Accountability
Act (HIPAA)

D Clinical Trials | Answer Clinical Trials Questions
If your study does not involve interacting with
subjects to collect data (e.g., analyzing existing

N . .. : .

Questions A-J b, Answer Bioloaical Specimens. Questions A- data sets, analyzing existing biological

of Specimens REPOSITORIES of Specimens and/or Data. Questions K-3 . .

andlo Da, specimen, etc.), then your answer to question

A should be “no.” After making this
" Mansgement ¥ Asuer Data Vanzgement Guestions determination, please click the link “if no, click
G Mt Site S _ here” to answer more specific questions about
» Answer Multi Site Studies Questions

Studies

your study.

H Studies Taking
Place in
International
Locations

P Answer Studies Taking Place in International Locations Questions

Investigational o .
Device and » Answer Investigational Device and Drug Questions
Drug

[

Studies

Involving B Answer Studies Involving Prisoners As Subjects Questions
Prizoners As
Subjects

note: Be safe-- save your work often
Save Application Save and Finish Later

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
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Section Il - Question A

B ToMairl

A IRBWISE"

» Research Not Directly Involving Subjects

Please select all that apply:

Retrospective review of records that are anonymous School, medical, work, etc.
Retrospective review of records that are identifiable School, medical, work, etc
Retrospective Collection of Human Biclogical Specimens that are anonymous

Retrospective Collection of Human Biological Specimens that are identifiable

Prospective Collection of Human

l p that are y

Prospective Collection of Human Biological Specimens that are identifiable

Other (describe)

Save & Stay Here | Save & Continue with Application || Cancel

0P

Visit the Geergia Tech IRB Website

Page generated on December 11, 2017 01:14 PM
IRBWise v.2.3.7 (0003494)
© 2004-2006 IRB Selutions. Inc., Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

If you clicked “no” to question A, this pop-up window will appear. Please be
sure to select what best applies to your study.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question B

lll. Subject Information, Consent and Types of Studies

A Human Subject
Interaction
Will the research
involve direct
interaction with
human
subjects?

B Proposed
Consent
Procedures

C Research
Subject to the
Health
Insurance
Portability &
Accountability
Act (HIPAA)

D Clinical Trials

E Biological
Specimens,
Questions A-J
REPOSITORIES
of Specimens
andior Data,
Questions K-8

F Data
Management

G Multi Site
Studies

H Studies Taking
Place in
International
Locations

Investigational
Device and
Drug

J  Studies
Involving
Prisoners As
Subjects

v

Yes
If yes, P Click Here.

If no, P Click Here.

Specify Consent Procedure?

p Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions

P Answer Clinical Trials Questions
All studies must fill out the Informed Consent
section. More information regarding Informed
b Answer Biological Speeimens, Questions A Consent can be found on our website (https://

REPOSITORIES of Specimens and/or Data. Questions K-8 . . . .
oria.gatech.edu/irb/hsr/irb-informed-
consent).

P Answer Data Management Questions

P Answer Multi Site Studies Questions

P Answer Studies Taking Place in International Locations Questions

P Answer Investigational Device and Drug Questions

P Answer Studies Involving Prisoners As Subjects Questions

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
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Section Il - Question B

» Subject Consent Information

Consent Procedures:

directions: Check all proposed consent proceduras

Name

Written Consent
Required

[ waiver of Consent

[waiver of
Documentation of Consent

Description
Signed consent will be sought from the subject or from the subject's legally authorized representative.

Per 45CFR46.116 (3) an IRB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth in this section, or waive the requirements to obtain informed consent provided the IRB finds
and documents that

(i} the research involves no more than minimal risk to the subjects;
(i) the waiver or alteration will not adversely affect the rights and welfare of the subjects;

(iiiy It an individual was asked to provide broad consent for the storage, maintenance, and secondary research use of identifiable private information or identifiable biospecimens in accordance with the requirements at paragraph (d) of this section, and
refused to consent, an IRB cannot waive consent for the storage, maintenance, or secondary research use of the identifiable private information or identifiable biospecimens

(iv) the research could not practicably be carried out without the waiver or alteration; and

(v} whenever appropriate, the subjects will be provided with additional pertinent information after participation.

Note: If the research involves using identifiable private information or identifiable biospecimens, it must be determined that the research could not practicably be carried out without using such information or biospecimens in an identifiable format.

Per 45CFR46.117( ¢ ) an IRB may waive the requirement for the invesiigator to obtain a signed consent form for some or all subjects if it finds either:

(1} That the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking
the subject with the research, and the subject's wishes will govern; or

(2) That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context; or

(3) If the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an
appropriate alternative mechanism for documenting that informed consent was obtained.

=*Please note that this option requires a consent document without the signature section: In cases where the requirement of documentation is waived (e.g., use of an anonymous survey is proposed, telephone survey, or web-based survey), a consent
document in Georgia Institute of Technology IRB-required format must siill be used. However, the document is writien in letter format (Dear Subject) and, rather than requiring subject signature to verify consent, the following text is used to end the letter:

If you (e.g., complete the attached survey. answer these few questions etc ). it means that you have read — or have had read to you — the information contained in this letter and would like to be a volunteer in this research study.
Thank you, (Signatures of Investigators)

In the Informed Consent Procedures section, please select what type of
consenting procedures you plan to use for your study. Please pay attention
to the description of each selection, for that they describe what each
procedure is and when they can be used.

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
irb@gatech.edu



Section Il - Question B

[Informed Consent

The IRB has standard tempiate forms |

d on the GT ORIA v nsuit these tempiafes when writing these consent forms.

A If a waiver is selected above, provide a justification.
i
B Summarize the plan for obtaining informed consent. State when consent will be obtained, by whom, and whether it will be written or oral. Explain how researchers will determine whether subjects have been provided sufficient information to make an informed decision,
that they comprehend what they are being asked to do, and that their participation is truly veluntary.
All subjects will read over the consent form upon arriving at the lab. During the consent process, the study team will ask the subjects if they have any questions and reiterats the important aspects of the study (risks, procedures, etc.).
Once it is clear that the subjects understand the information provided in the consent form, we will ask that they sign the consent form if they want to participate.
We will also continue to ask throughout the study if the subjects would like to continue or stop the study
C If subjects are unable to give consent (e.g., children or mentally incompetent), describe how and by whom permissicn will be granted.
If children will be enrclled, parental permission will be required in almost all cases. For mentally incompetent participants or wards of the state, a Legally Authorized Rep live (LAR) may give
wia |
D  If a waiver of parental permission is sought, provide justification here.
If Georgia Tech students are being enrolled, a waiver of parental permission may be appropriate for the (occasional) minor aged college student.
Consult the guidance at www.researchintegrity.gatech.edu. Click on INSTITUTIONAL REVIEW BOARD, then INFORMED CONSENT.
wa
E If children will be enrolled as subjects, describe the p: parental 1 and assent of each child. Written assent is usually obtained from children aged 12 and older. Children aged 6 through 11 should have the opportunity to verbally assent, with
their agreement noted in the research record. For children ynungnrthan 8 years, thn researcher should indicate what information, if any, will be provided to the child. Attach assents and parental permissions forms with the other consent documents.
wia
F If participating children do not live with their parents, how will the researchers determine that the person giving p ission has the ity to provide p i for the children to participate?
wa
G If applicable, how will researchers assess whether subjects have continuing capacity to provide informed consent? Describe how informed consent will be and th g the study, not just at the initial consent.
We will continue to ask throughout the study if the subjects would like to continue or stop the study.
H  If decisionally impaired adults are to be enrolled, describe the provision for obtaining surrogate consent from a legally authorized representative (LAR). State how researchers will ensure that the person giving consent for a potential subject has that authority.
wa
Please answer all of the questions in this section. If a waiver is being
requested, please describe how your study meets the criteria for a waiver in
question A.
Office of Research Integrity Assurance Version 02/2020

Georgia Institue of Technology
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Section Il - Question B

[nformed Consent

The [RB has standard template forms located on the GT ORIA website. Please consull these templates when writing these consent forms,

A If a waiver is selected above, provide a justification. Please refer to the requirements listed next to your waiver selection for reference.

editor window

N/A

B Summarize the plan for obtaining informed consent by answering all of the following:
a. State when consent will be obtained, by whom, and whether it will be written or oral
b. Explain how researchers will determine whether subjects have been provided sufficient information to make an informed decision
<. Explain how researchers will determine whether subjects comprehend what they are being asked to do
d. Explain how researchers will determine whether subjects participation is truly voluntary.

All subjects will read over the consent form upon arriving at the lab. During the consent process, the study team will ask the subjects if they have any questions and reiterate the important aspects of the
study (risks, procedures, etc.). Once it is dear that the subjects understand the information provided in the consent form, we will ask that they sign the consent form if they want to participate.

We will also continue to ask throughout the study if the subjects would like to continue or stop the study.

C  If subjects are unable to give consent {e.q., "children" or “indivi with impai ision making ity"), describe how and by whom permission will be granted.
If children will be enrolled, parental permission will be required in almost all cases. For i with imp. ision making orwards of the state, a Legally Authorized Representative (LAR) may give permission.
A

D  If a waiver of parental permission is sought, provide justification here.
If Georgia Tech students are being enrolled, a waiver of parental permission may be appropriate for the {occasional) minor aged college student.

Consult the guidance at submitting a protocol on the IRB website. Click on forms for consent templates.

vra

E If children will be enrolled as subjects, describe the provisions for obtaining parental permission and assent of each child. Written assent is usually obtained from children aged 12 and older. Children aged 6 through 11 should have the opportunity to verbally assent, with their agreement noted in the research

record. For children younger than & years, the researcher should indicate what information, if any, will be provided to the child. Attach and p permissi forms with the other consent documents.

‘N;’A

F  If participating children do not live with their parenis, how will the researchers determine that the person giving permission has the authority to provide permission for the children to participate?

editor window)

|N,’A

Informed consent section continued. Please be sure to answer all of the questions.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question B

G  If applicable, how will researchers assess whether subjects have continuing capacity to provide informed consent? Describe how informed consent will be confirmed and documented throughout the study, not just at the initial consent.

We will continue to ask throughout the study if the subjects would like to continue or stop the study.

H If individuals with impaired decision making capacity are to be enrolled, describe the provision for obtaining surrogate consent from a legally authorized representative (LAR). State how researchers will ensure that the person giving consent for a
potential subject has that authority.

N/A

| | If non-English speaking subjects will be enrclled, explain how their consent will be obtained. Address both written translation of the consent form and the availability of oral interpretation. Attach a certified translation of the consent form in the
language of non-English speaking subjects.

/A
|

File Uploaded:

J s ption or cor it proposed?

A study proposing the use of adequately justified deception or concealment may qualify for a waiver of consent. Deception in a study occurs when subjects are intentionally teld something untrue about the study, such as its real purpose. Concealment
occurs when the researcher intentionally withholds some of the research details from subjects. Deception is not authorized in FDA-regulated studies. On the other hand, the HHS regulations at 45 CFR 46.116(d), allow deception or concealment only
when a waiver of informed consent is justified.

If the study involves DECEPTION, the following language must appear in the procedures section of the consent documents: During the study, you may be led to believe some things that are not true. When the study is over, we will tell you everything.
At that time you can decide whether to let us use your information. You have the right to then require that your information be destroyed and not be used in the study.

For studies proposing CONCEALMENT, the following language should appear in the procedures section of the consent documents: We will not tell you everything abeut the study in advance. When the study is over, we will tell you everything. At that
time you can decide whether to let us use your information. You have the right to then require that your information be destroyed.

No ¥

N/A leditor window,

P Upload documents

To upload your consent document, please click on the “Upload documents”
link at the bottom of the page.

Office of Research Integrity Assurance Version 02/2020

Georgia Institue of Technology
irb@gatech.edu



Section Il - Question B

BlgTohtain

A IRBWISE"

» Attach Documents to Protocol

INFORMATION Documents associated with this submission should be uploaded where indic ated throughout the protocel OR be uploaded here. NOTE: Consent, assent, and parental permission documents MUST be uploaded in the consent section in order to be stamped for approval

Attach New Consent Forms:

Document Title:

Delivery Method: )
®' Electronic Upload Select File:| Choose File | No file chosen

Document Type: Consent Form

Attach This Document Continue Application

Currently Attached Consent Forms

Select Document Title Document Type Method Sent File Name File Submission Date

Consent Form Consent Form Uploaded @ Consent Form.docx  (download) December 8. 2017
Modify/Replace | Delete

Back

Visit the Georagia Tech IRB Website

Page generated on December 11, 2017 01:21 PM
IRBWise v.2.3.7 (0003424)
© 2004-2006 |RB Solutions, Inc., Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

This is the pop-up window after clicking “Upload documents.” When on this page,
please upload all of the consent documents that you will use for your study. Please be
sure to use our most current template when creating your consent form. This
template can be found on our website: https://oria.gatech.edu/irb/submitting-
protocol/forms

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
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Section Il - Question C

lll. Subject Information, Consent and Types of Studies

A Human Subject
Interaction
Will the research
involve direct
interaction with
human If ne, b Click Here.
subjects?

v

es
If yes, pr Click Here.

B Proposed »
Consent P Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance
Portability &
Accountability
Act (HIPAA)

p Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions

D Clinical Trials  p Answer Clinical Trials Questions

This section is required when obtaining

E | Biological protected health information (PHI) from a
Specimens, . .
Questions A-J y, Answer Biological Specimens. Questions A-J covered entlty (e-g-; hOSpItaI, dOCtorI etC.).

REPOSITORIES
of Specimens
and/or Data,
Questions K-S

REPOSITORIES of Specimens and/or Data. Questions K-S

F | Data P Answer Data Management Questions
Management

G Multi Site - Answer Multi Site Studies Questions
Studies

H Studies Taking

Place in P Answer Studies Taking Place in International Locations Questions
International

Locations

Investigational
Device and P Answer Investigational Device and Drug Questions

Drug

J  Studies

Involving P Answer Studies Invelving Priscners As Subjects Questions
Prisoners As

Subjects

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question C

SkicToMain

A& IRBWISE

p» Subject Information

[Research Subject to the Health Insurance Portability & Accountability Act (HIPAA)

Compilete this section ondy if INDIVIDUAL

ITIFIABLE HEALTH INFORMATION (liH!) or PROTECTED HEALTH INFORMATION (PHI) witl be involved

HIPAA, als

aper, or oral

ic data, that refates to
condition of the indivi

al heaith
al; or

e provision of heaith care to the individual

ch there /s a reasonable bass to believe the Information can be used to identify the individual. Georgia Tech s & hybrid entity. with only Stamps Student Center (Student Health) and Human Resources dir

the pasi,

and that

tly subfect to HIPAA
A Indicate which of the following types of Protected Health Information will be collected.

There are 12 listed identifiers that must be removed in order for data to be considered de-identified. For guidance, see the IRB Policies and Procedures at www.researchintegrity.gatech.edu. Click on Insfitutional Review Board, then Policies & Procedures.

De-ldentified
Identifiable
Limited Data Set

B If identifiable Protected Health Information will be received from a covered entity, a Data Use Agreement (DUA) is necessary. Upload the DUA with your protocol.

For assistance with Data Use Agreements, contact the Georgia Tech Office of Legal Affairs via email to asklegal@gatech.edu.

Fil Uploaded: i

C  Will subject authorization be obtained for collection of PHI? If yes, upload the authorization form. (Description) Authorization refers to the permission granted by a subject for his/her PHI to be used in research. @

MNo
Yes
‘ » [
File Uploaded:

D If subject authorization will be waived, specify whether a full or partial waiver is needed and why.

Full Waiver
Partial Waiver

| Save & Stay Here || Save & Continue with Application || Cance! ,

If obtaining PHI from a covered entity, then please answer all of the questions in this section.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question D

Ill. Subject Information, Consent and Types of Studies

A Human Subject
Interaction
Will the research
involve direct
interaction with
human
subjects?

B Proposed
Consent
Procedures

C Research
Subject to the
Health
Insurance
Portability &
Accountability
Act (HIPAA)

D Clinical Trials

E Biological
Specimens,
Questions A-J
REPOSITORIES
of Specimens
and/or Data,
Questions K-8

F Data
Management

G Multi Site
Studies

H Studies Taking
Place in
International
Locations

Investigational
Device and
Drug

J  Studies
Involving
Prisoners As
Subjects

Yes v
If yes, P Click Here.

If no, pClick Here.

p Specify Consent Procedures

P Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions

(Answer Clinical Trials Question)

p Answer Biological Specimens, Questions A-J
REPOSITORIES of Specimens and/or Data. Questions K-S

P Answer Data Management Questions

P Answer Multi Site Studies Questions

P Answer Studies Taking Place in International Locations Questions

P Answer Investigational Device and Drug Questions

P Answer Studies Involving Prisoners As Subjects Questions

Office of Research Integrity Assurance
Georgia Institue of Technology

irb@gatech.edu

If your study is considered to be a "clinical trial" by
either the Food and Drug Amendments Act of 2007
(FDAAA), the Office of Human Research Protections
(OHRP), or the National Institute of Health (NIH),
then this section needs to be completed.

More information about what is considered a clinical
trial can be found on the Georgia Tech Office of
Regulatory Affairs and Clinical Trials website:
https://oria.gatech.edu/clinical-trials

Version 02/2020
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Section Ill - Question D

SkoTol'ain

™

A IRBWISE

» Subject Information

[Clinical Trials

DO NOT GOMPLETE THIS SECTION UNLESS THE PROPOSED STUDY MEETS EITHER OF THE FOLLOWING TWO DEFINITIONS. THIS SECTION MAY BE OMITTED FOR EARLY FEASIBILITY STUDIES INVOLVING NORMAL, HEALTHY VOLUNTEERS
CLINIGAL TRIALS INGLUDE.

(1) TRIALS OF DRUGS AND BIOLOGICS: Controlled clinical investigations (other than Phase One investigations) of a product subject fo regulation by the Food and Drug Administration (FDA);
(2) TRIALS OF DEVICES: Controlled trials with heaith outcomes, OTHER THAN small feasibility studies and pediatric post-market surveillance

A Have you completed and uploaded an INVESTIGATOR AGREEMENT for this clinical investigation?
The INVESTIGATOR AGREEMENT FOR A CLINICAL INVESTIGATION can be found at www.researchintegrity.gatech.edu. This document serves two purposes:

First, it gives the Principal Investigator a way to provide the Insmu'nc\nal Review Board with information about the his or her qualifications and about the clinical site, so that the IRB may determine and document that the investigator is qualified and that the site is an
appropriate location at which to duct the clinical investig

The second purpose is to inform the investigators of their obligations and obtain their written commitment to follow pertinent FDA regulations.

No
Yes
File Uploaded:;
B Will this study be registered at clinicaltrials.gov? If 50, be sure to add the required language to the

Registration at CLINICALTRIALS.GOV is required for trials that meet the FDAAA 801 definition of an APPLICABLE CLINICAL TRIAL, which includes the following:

TRIALS OF DRUGS AND BIOLOGICS:

Controlled clinical investigations, other than phase 1 clinical investigations, of drugs or biclogical products subject to Food and Drug Administration (FDA) regulation.

TRIALS OF DEVICES: 1) Controlled trials with health outcomes of devices subject to FDA regulation, other than small feasibility studies, and 2) pediatric postmarket surveillance required by FDA
Applicable clinical trials generally include interventional studies (with one or more arms) of FDA-regulated drugs, biclogical preducts, or devices that meet one of the fellowing conditions:

The trial has one or more sites in the United States;
The trial is conducted under an FDA in g 1al new drug application or ir gational device

The trial involves a drug, biologic, or device that is manufactured in the United States or its territories and I! eprl‘t&d for research

See additional guidance at www.researchintegrity.gatech.edu.

MNo
Yes
Please be sure to fill out this section if your study is
considered to be defined as a clinical trial.
Office of Research Integrity Assurance Version 02/2020
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Section Il - Question D

€  Will data be reviewed by a Data Safety Monitoring Board?

The establishment of a Data Safety Monitoring Board (DSMB) is required for clinical trials involving interventions that entail potential risk to the participants. The data and safety monitoring functions and oversight of such activities are distinct from the requirement for
study review and approval by an Institutional Review Board.

Select One ¥

D Describe the DATA SAFETY MONITORING PLAN associated with this study.

The DATA SAFETY MONITORING PLAN describes how subject safety will be tracked and assessed, the frequency of such monitoring, how adverse events will be characterized and reported, and the rules for stopping the study, if warranted. The plans for monitoring
data integrity must be included.

Depending on the level of potential risk to subjects and the complexity and size of the study, the DATA SAFETY MONITORING PLAN may require the establishment of a Data Safety Monitoring Board.

File Uploaded: [ upload file ]

E If a Data Safety Monitoring Board (DSMB) is associated with this study, specify who will appoint the members, and p de the DSMB ber names, cradentials, and contact information for each individual.

If DSME members have not yet been identified, provide that information as soon as possible.

editor window

i

File Uploaded:

Save & Stay Here || Save & Continue with Appiication || Cancel |

Tar

Visit the Georgia Tech IRB Website

Page generated on December 11, 2017 01:28 PM
IRBWise v.2.3.7 (0003494)
© 2004-2006 IRB Solutions. Inc_, Portions Copyright 2000-2004 Georgia Tech Research Corporation ALL RIGHTS RESERVED

This is the Clinical Trial section continued. Please be
sure to answer all of the questions in this section if they
apply to your study.
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Section

lll. Subject Information, Consent and Types of Studies

[Il - Question E

A Human Subject

Interaction

Will the research

involve direct
interaction with
human
subjects?

B Proposed
Consent
Procedures

C Research
Subject to the
Health
Insurance
Portability &
Accountability
Act (HIPAA)

D Clinical Trials

E Biological
Specimens,
Questions A-J
REPQSITORIE
of Specimens
and/or Data,
Questions K-5

F Data
Management

G Muiti Site
Studies

H Studies Taking
Place in
International
Locations

Investigational
Device and
Drug

J Studies
Involving
Prisoners As
Subjects

L

Yes
If yes, p Click Here.

Ifno, P Click Here.

P Specify Consent Procedures

p Answer Research Subiject to the Health Insurance Porability & Accountability Act (HIPAA) Questions

P Answer Clinical Trials Questions

P Answer Biological Specimens, Questions A-J
REPOSITORIES of Specimens and/or Data. Questions K-S

P Answer Data Management Questions

- Answer Multi Site Studies Questions

P Answer Studies Taking Place in International Locations Questions

P Answer Investigational Device and Drug Questions

p Answer Studies Involving Prisoners As Subjects Questions

Office of Research Integrity Assurance
Georgia Institue of Technology

irb@gatech.edu

The section under question E applies to both
research that is collecting/obtaining biological
specimen and studies that are setting up
repositories and databases for future use (e.g.,
recruitment databases, data repositories,
tissue repositories, etc.).

Version 02/2020



Section Il - Question E

e

™

A |[RBWISE

» Subject Information

Biological Specimens, Questions A-J
REPOSITORIES of Specimens and/or Data, Questions K-S

Complete guestions A through J it biological specimens will be used in the proposed research
Complete questions K through S if the establishment of a REPOSITORY is proposed

A Do the biological specimens currently exist, or will speci be d prospectively?

Existing

Prospectively

B Describe the specimens that have been or will be collected.

Human biolegical specimens include cells and tissues; ova and sperm (gametes); organs such as lungs, Kidneys, hearts; embryos and fetal issues: sub-cellular components such as DNA or RNA; body products such as hair, teeth, nail clippings, perspiration, urine,
feces; blood; and saliva, sputum, and buccal cells.

(Use of cadaver materials does not require Institutional Review Board approval).

C Describe how specimens will be collected from research subjects. For example, will subjects undergo a simple blood draw; will otherwise discarded surgical tissues be collected and provided by a physician; or will specimens come from an existing biobank or
repository?

D How will specimens be used and stored during this research project?

If specimens will be banked for future use, complete the REPOSITORY questions (-5 in the section below.

E Will the biclogical specimens be identifiable or de-identified?

If the research team has access to a code linking identities to specimens, specimens are identifiable. If a code exists but IS NOT in the possession of the research team, AND if a Data Use Agreement (DUA) is in place specifying that identifiers will never be provided to
the research team, the specimens are consider de-identified.

De-identified/De-identifiable
Identified/dentifiable

If your study involves the collection of biological samples, please answer
questions A —J. If your study involves the creation of a repository or
database, then please fill out questions K —S.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question E

F Has Environmental Health & Safety approval been obtained for the proposed work with biclogical specimens? Upload here the Institutional Biological Materials Safeguards Committee approval letter specifically for this study.

Mo, IBMSC approval is pending
YES, the IBMSC letter of approval is uploaded

/

File Uploaded: L upload file ]

G If specimens are coming from an off-campus entity, is 3a MATERIALS TRANSFER AGREEMENT (MTA) in place? Please upload the MTA here.

When biological specimens will be sent to or from Georgia Institute of Technology, a M Transfer Ag tis required. The MTA clarifies how the materials may be used and defines rights and responsibilities for both the provider and the recipient. MTAs are
handled by the Office of Industry Engagement.
Select One v
File Uploaded:

H If biclogical specimens will be imported from outside of the United States, approval from the Centers for Disease Control may be required and other regulati may also apply. Indicate here whether bioclogical specimens will come from outside of the United States
and, if so, specify the source, including name, entity, and international address. Upload any approvals from CDC or other agencies.

No, specimens will not come from outside of the United States
Yes, specimens will come from the intemational source identified below

editor window

:

File Uploaded:

| If this study will involve genetic research, describe below the type of genetic research to be performed and how researchers will handle the discovery of genetic information that may be of concemn to subjects or their relatives.
The proposed return of research findings to research participants must be approved by the IRB and should occur only when all of the following apply:
(1). The findings are validated by a CLIA-certified laboratory:
(2). The findings may have significant implications for the subject's health concerns;
(3). A course of action to ameliorate or treat these concerns is readily available; and
(4). The subject agreed during the consent process to be informed about validated findings.

editor window

J  Is the use of rDNA or SiRNA proposed? If so, upload the Institutional Biosafety Committee (IBC) letter of approval for this specific study. (For additional guidance, consult the IBC's webpage linked from www.researchintegrity.gatech.edu).

Mo, neither rONA nor SiRNA is proposesd.
Yes, rONA or SiRNA will be used, and | will provide the 1BC letter of approval.

File Uploaded:

Biological samples and repositories section continued. If your study involves the collection of
biological samples, please answer questions A —J. If your study involves the creation of a
repository or database, then please fill out questions K—S.
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Section Il - Question E

ESTABLISHING A REPOSITORY: If you intend to establish a REFPO SITORY, answer the remaining guestions in this section and specify REPOSITORY TITLE in the field below.

Researchers may establish collections of images, data, biological specimens, and more with the intent to maintain and store these over a period of time, to receive additional materials and/or data from multiple sources, and to share them with other researchers for
future research purpeses while controlling access to and use of materials and data. Taken together, these activities constitute the establishment of a REPOSITORY, which may also be called a tissue bank, biobank; registry, databank. database, or simply repository.
Examples of repositories include data from Massive Online Open Courses (MOOCs), medical records and MRI images, while biobanks might contain cancer cells, tumors and other human biological specimens.

This REPOSITORY protocol must satisfactorily address the three major elements of a repository:
1. Collection of materials or information by contributing investigators,

2. Materials and data ge and (Repository Operating Procedures), and

3. Use by recipient investigators.

The title of this proposed REPOSITORY is specified hera:

REPOSITORY GUARDIAN: Name the individual who will be responsible for day-to-day operations of the repository. The guardian may be the itory Principal i, or ancther individual. If the guardian is not also the Pl on the repository protocel, attach
hisfher CV or resume, or provide a statement of the guardian's qualifications to carry out these responsibilities.

COLLECTION OR ACQUISITION:

The process of matenalsidata must be d bed here, including the conditions under which materials/data will be accepted. Describe here the data or materials being submitted to the REPOSITORY for storage and use In future research.

NOTE: When materials or data are submitted to the repository. a separate Repository Submittal Agreement must be executed with each source entity. The Repository Submittal Agreement template proposed for use with this repository must be attached to this protocol
for review by the IRB. (For a sample Repository Submittal Agreement, see Appendix 26 of the IRB Policies & Procedures Manual at hitp://researchintegrity.gatech.edulirb).

File Uploaded:

Describe the process for ensuring that local IRB approval is in place for each site contributing materialsidata to the repository.

The informed consent process must provide for separate consent or authorization for the banking and future use of these materials/data. The process should require that copies of the local IRB approval letter and consent form or authorization be included in the
sL ission of materi. to the repository.

DATA USE AGREEMENTS: The Repository Guardian is responsible for ensuring that a Data Use Agreement (DUA) is executed each time the repository receives limited data sets from medical records or any other identified/identifiable data. The DUA must be
maintained in the repository's official records and be available for inspection by the Georgia Tech Institutional Review Board.

Describe here the process by which the Guardian will ensure that DUAs are executed each time the repository receives limited data sets from medical records or any identified/identifiable data.

editor window

Biological samples and repositories section continued. If your study involves the collection of
biological samples, please answer questions A —J. If your study involves the creation of a
repository or database, then please fill out questions K—S.
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P REPOSITORY SHARING AGREEMENTS: Recipient investigators must execute a Repository Sharing Agreement prior to the release of any materials/data by the repository guardian. (A sample Repository Sharing Agreement is available in Appendix 27 of the IRB
Policies & Procedures Manual). Please prepare and upload the Repository Sharing Agreement template to be used for this repository. Describe here the proposed methods for securing and tracking signed Repository Sharing Agreements from recipient investigators.

File Uploaded:

Q ACCESS CONTROL: Describe how access to the materials/data will be controlled, with access to identifiable (uncoded) materials/data restricted to the minimum necessary repository staff; requirements for staff access and how such access will be monitored; and
state who else will have access to materials/data.

If a Certificate of Confidentiality (COC) will be obtained, a hod must be blished to ensure that materials and data shielded under its terms are so marked.

Note that the Office of Information Technology (OIT) must review data security plans if Limited Data Sets or Private Health Information (PHI) will be collected. OiT's written approval of data security plans must be uploaded with this protocol.

‘editor window

y:

File Uploaded:

R Describe the method for identifying materials/data for which subject's consent has been withdrawn. Also state how the repository guardian will ensure that those materials/data are not released for a use contrary to the subject's wishes. Be sure to describe how the
repository guardian will honor the wishes of donors who opt out of genetic research.

‘editor window

5 TERMINATING THE REPOSITORY: Describe the plans for disposition of materialsidata once the repository is ter the repository will continue operation or be transferred elsewhere if the Principal Investigator leaves Georgia Tech or if funding is
lost. When and how will the materials/data be destroyed? When and how will identifiers, if any, be destroyed? If it is not possible to destroy the identifiers, provide a scientific, legal, or health justification.

 Save & Stay Here || Save & Continue with Application || Cancel

Visit the Georgia Tech |RB Website
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Biological samples and repositories section continued. If your study involves the collection of
biological samples, please answer questions A —J. If your study involves the creation of a
repository or database, then please fill out questions K—S.
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Section Il - Question F

lll. Subject Information, Consent and Types of Studies

A Human Subject
Iljltﬁz;action . Yes v
Will the researc N :
T Gl If yes, p Click Here.
interaction with .
human If no, P Click Here.
subjects?

B Proposed
Consent P Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance P Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions
Portability &
Accountability
Act (HIPAA)

D Clinical Trials P Answer Clinical Trials Questions

All studies must fill out the Data Management
S section. This section asks about how you plan

Questions A-J

.AHSWGI' Biological Specimens. Questions A-J . . .
N Sootimens . REPOSITORIES of Specimens andior Data. Questions K-8 on storing, protecting, and destroying the data
and/or Data,
Questions K. and study records.
F Eﬂam P Answer Data Management Questions
anagement
Gl{MuITSTe P Answer Mulii Site Studies Questions
Studies

H Studies Taking
Place in
International
Locations

P Answer Studies Taking Place in International Locations Questions

Investigational
Device and P Answer Investigational Device and Drug Questions

Drug
J | Studies
Involving P Answer Studies Involving Prisoners As Subjects Questions
Prisoners As
Subjects
Office of Research Integrity Assurance Version 02/2020
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[Data Management

A  Describe the plan to ensure that the data collected will directly address the research questions.

The data gathered from the gaming platform will directly relate to the study question, in that it will show how the subjects
navigated in the virtual room. Furthermore, the demographic data may provide insights to group differences in relation to
performance. This data will in turn inform the study question by showing how the subjects navigated.

B Please state how often you plan to monitor the data to determine that it is accurate and complete.

All of the data will be monitored weekly, to ensure that the gaming
platform is operating properly and the data is complete.

C Describe procedures for maintaining confidentiality of the data to be collected or received. Describe how the data will be safeguarded from access by those not authorized. How will data be transmitted among research personnel? Where relevant,
discuss the potential for deductive disclosure (i.e., directly identifying subjects from a combination of indirect identifiers).

All of the electronic data will be stored on secure computer that remains in the lab behind a locked door. The physical records
(surveys and signed consent forms) will be stored in a locked file cabinet in the same lab, behind a lock and key. Only
authorized study personnel listed on this study will have access to the raw data and signed consent forms.

D If a key/cede linking to subject identities exists, state how it will be safeguarded and who will have access to that linking information.

A key connecting the demographic survey to the electronic data will be stored on secure computer that remains in the lab behind
a locked door. Only authorized study personnel listed on this study will have access to this key.

E Check all of the following that will be utilized to safeguard data that are in an electronic format:

Encryption

[ other

Password access

[ Portable storage (e g, laptop, flash drive)
Secure network

Please be sure to fully answer each question in this
section in regards to the data, how it will be monitored,
stored, protected, and destroyed.

Office of Research Integrity Assurance Version 02/2020
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Section Ill - Question F

F Check all of the following that apply for safeguarding tangible materials:

Data coded by researcher team with key/code secured and kept separately
Data de-identified by research team

Locked cabinet

Locked suite or office

Other

O & A EE

G With whom, outside the immediate research team, will identifiable data be shared? Upload data use agreements, if any.

N)"A editor window

File Uploaded: |

H Describe the plans for disposition of research related records (i.e., all data, signed consent forms, videos, photographs, etc.) once the study has ended. Please be sure to address the following:
A. How and when will the materials be destroyed?
B. How and when will identifiers, if any, be destroyed?
C. If it is not possible to destroy the identifiers, provide a scientific, legal, or health justification.

Please be aware that the federal regulations require that all research related records be maintained for a minimum of 3 years following the completion of the study.

All of the data, signed consent forms, and the key linking the data will be stored for 3 years after the
completion of the data analysis and will be destroyed after the 3 year mark.

Save & Stay Here Save & Continue with Application Cancel

Data Management section continued: Please be sure to
fully answer all of the questions in this section. Please
also be aware that federal regulations require that the
study records be maintained for a minimum of 3 years
following the completion of the study.
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Section Il - Question G

lll. Subject Information, Consent and Types of Studies

A Human Subject
Interaction Yes v
Will the research :
involve direct If yes, P Click Here.
interaction with

human If no, pClick Here.
subjects?
B Proposed B
Consent P Specify Consent Procedures
Procedures

C Research
Subject to the

::lesﬂ:gnce P Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions . . .
Bie The section following question G only needs to
ActHIPAR) be filled out if your study is considered to be a
D Clinical Trials  p Answer Clinical Trials Questions mUIti_Site StUdy' A mUIti_Site StUdy iS
conducted by one or more researchers using
— the same model research protocol at several
10 O_QICE . . .
S o | different sites, whether local, national, and/or
REPOSITORIES P Answer 5IC|DCIIE,E_3| Soeplmens. Questions A-J ) . . .
of Specimens  SEEOSITORIES of Specimens andor Data. Quesions (€S international. Data are collected at the various
and/or Data,
Questions K-$ sites and then compiled for analysis by the
F | Data _ . researchers. (NOTE: Research that takes place
Management p- Answer Data Management Questions . .
at two or more on-campus locations is not
e P Answer Mulii Site Studies Questions considered multi-site).

H Studies Taking
Place in
International
Locations

P Answer Studies Taking Place in International Locations Questions

Investigational

Device and - Answer Investigational Device and Drug Questions
Drug

J Studies
Involving
Prisoners As
Subjects

- Answer Studies Involving Prisoners As Subjects Questions
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A IRBWISE"

» Subject Information

[Multi Site Studies

Complete this section only if this sfudy involves multipie Sites.

A mu'ti-site study
ai Wo or more on-ca

d Dy one or more resear
NS lacations is not considered m

A I3 Georgia Tech the lead site of a multi site study? If yes, provide a list of the sites and contact information.

No
Yes

B If Georgia Tech is participating in a multi-site study, but is NOT the lead institution, specify the lead institution and upload the following documentation from that institution in the ATTACH DOCUMENTS section at the end of this online application.
IRB approval letter
IRB approved consent form
IRB approved protocol
IRB approved recruitment materials
IRB approved Authorization to Use and Disclose Protected Health Information, if applicable

editor window

Save & Stay Here || Save & Continue with Application || Cancel

using the same mode! research protocol af several different sites. whether Iocal, national, and/or infemational. Data are colfected at the varous sites and then compiied for analysis by the researchers. (NOTE: Research that lakes place
-Site).

Page generated on December 11, 2017 01:43 PM
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If your study is considered as a multi-site study, then please fill out this
section. Please note that if GT is not the lead site, then the IRB documents
(IRB approval, consent forms, data collection documents, recruitment forms,

etc.) from the lead site will need to be uploaded to the Attach Documents
section at the end of the submission.
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Section Il - Question H

1ll. Subject Information, Consent and Types of Studies

A Human Subject
II:IIlﬁ;ﬁClIOI'I . as v
Will the researc -
T G If yes, P Click Here.
interaction with .
human If no, pClick Here.
subjects?

B Proposed N
Consent P Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance
Portability &
Accountability
Act (HIPAA)

D Clinical Trials P Answer Clinical Trials Questions

If your study is taking place at an international

E Biological

Questions A-J location, then the section under Question H
REPOSITORI-ES P Answer Bicloqic;_al Soe_cimens. Questions A-J _
of Specimens  REPOSITORIES of Specimens and/or Data. Questions K-8 must be com pleted .

and/or Data,
Questions K-8

F Eﬂa‘a . p Answer Data Management Questions
G ';“t':l';‘i:;te P Answer Multi Site Studies Questions

H Studies Taking
Place in
International
Locations

P Answer Studies Taking Place in International Locations Questions

| Investigational

Device and P Answer Investigational Device and Drug Questions
Drug

J Studies
Involving
Prisoners As
Subjects

P Answer Studies Involving Prisoners As Subjects Questions
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|studies Taking Place in International Locations

Compilete this section only If the propased work will take place outside of the United States.

REGARDING TRANSLATION REQUIREMENTS: When consent forms, recruitment materials, or other documents must be transiated into a foreign language, they should be reviewed and approved by the Institutional Review Board PRIOR TC BEING TRANSLATED in order to avoid
an additional transiation expense.

Transiations must be accompanied by a certified affidavit of accurale fransiation from a professional franslator service unaffiliated with the study. The same procedure applies when documents must be fransiated from another language info English, although IRE review cannot be
conducted until the translation is accomplished. The Office of Research integrity Assurance can assist with obtaining franslations for unfunded studies. Please allow a few days for translation certification during IRE review.

A  Specify the country or countries outside of the United States where this proposed work will take place. Include names of cities, villages, and other locations.

editor window

B Was the researcher invited into the community? If yes, state by whom or what entity, and provide documentaticn for the collaboration. Include contact information for the local spensor/entity.

If the researcher was not invited into the community, describe how the researcher will have culturally appropriate access to the community in erder to conduct the study.

(O Mo. Researcher was not invited into community.
() Yes, Researcher was invited into the community.

File Uploaded:

€ If the host country has an ethics committee or cther regulatory entity (IRB equivalent), the researcher must obtain its approval prier to starting research in-country. Provide the name and contact infermation for that entity, and upload here a copy of

the letter of approval. If the letter is not written in English, alsc upload a certified English translation.

The Georgia Tech IRB recognizes that some research sites will have no local review committee or process. In some cases, tribal/village chiefs will provide verbal permission for the study to be conducted, or the approval process will be rather
casual. In such cases, describe below how that approval has been obtained.

‘ editor window

File Uploaded:

D Describe how cultural norms or local laws differ from U.§. culture with respect to research autonomy of individuals or groups, consent procedures, recruitment techniques, age of majority, whether parental permission is required, etc. Include an
explanation of what cultural sensitivities will be required to conduct this study.

Please fully answer each question if your study will take place at an
international location. Please also be sure to upload the requested

documents using the “upload file” function under certain question in this
section.

Office of Research Integrity Assurance Version 02/2020
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Section Il - Question H

E Describe any aspects of the cultural, political, or economic climate that might increase the risks for participants. For instance, certain diseases are particularly stigmatizing in some cultures, or political circumstances might hamper the ability of
citizens to speak openly. If such conditions exist in this study location, describe the steps that will be taken te minimize these risks to subjects.

‘ editor window

F What is the native language of potential subjects? Describe the ability of researchers to speak, read or write their language. If appropriate, explain provisions for translators.

| editor window

G If the researcher is a student, describe how the student will communicate with the advisor during the conduct of the research. Address how the advisor will oversee the research.

‘ editor window

H If this study will take place in the EU/EEA, please address how you will manage the requirements of the General Data Protection Regulation. You must use the EU GDPR Consent form and Researcher Privacy Notice.
EU GDPR Consent Form
EU GDPR Privacy Notice
GTEU GDFR Policy

editor window

File Uploaded:

| Finally, attach (as a supplemental document) a signed and dated statement of cultural appropriateness prepared by someone not involved in this protocol but who has specific knowledge about the region where the proposed work will take place.
The statement can be a memo, email, or letter and should reference the protocol title and describe the expertise of the individual preparing the statement. The statement should say that he or she has reviewed the proposed research procedures
and confirms that the proposed work does not conflict with local and cultural nerms. In the text box below, enter the name and title of the person providing the statement of cultural appropriateness. Also attach the statement as a supplemental
document.

File Uploaded: [ wpioad file ]

Save & Stay Here Save & Continue with Application Cancel

This is a continuation of the international study section. Please
be sure to fully answer each question in this section.
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Section Il - Question |

lll. Subject Information, Consent and Types of Studies

A Human Subject
Interaction Yes v

Will the research -
v T If yes, B Click Here.
interaction with .

human If no, P Click Here.
subjects?

B Proposed

Consent P Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance P Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions
Portability &
Accountability

Act (HIPA) If your study is investigating a medical device,
drug, or biologic as defined by the FDA, then
you will need to complete this section. For
further information regarding this, please

D Clinical Trials P Answer Clinical Trials Questions

E Specimens, either consult the staff in the Office of
Questions A-J R ; : :
P Answer Biological Specimens. Questions A-J . .
REPOSITORIES 2 o 0SITORIES of Sperimens andlor Daia. Questions k.S Research Integrity Assurance or review the
Questions -5 following FDA websites
7 ZEE P Answer Data [Management Questions Hace
Management SR e FDA Websites:
* Medical Devices
G ;“t'ljj';'i:s'm P Answer Multi Site Studies Questions ° DI"UgS
* Biologics
H Studies Taking
Place in P Answer Studies Taking Place in International Locations Questions
International
Locations

Investigational
Device and
Drug

P Answer Investigational Device and Drug Questions

J  Studies
Involving P Answer Studies Invelving Prisoners As Subjects Questions
Prisoners As
Subjects
Office of Research Integrity Assurance Version 02/2020
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https://www.fda.gov/industry/regulated-products/human-drugs#drug
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Section Il - Question |

EkoTosid

A& IRBWISE™

» Subject Information

[Investigational Medical Device Studies

COMPLETE THIS SECTION ONLY IF THE PROPQOSED STUDY INVOLVES AN INVESTIGATIONAL MEDICAL DEVICE.

An investigational medical device is an instrument, apparatus, implement, machine, contrivance, impiant, in vitro reagent, or other similar or related article, including any component, part, or accessory which is;
Intended for use in the Aiagnosis of disease or other condiions, or in the cure, mitigation, treatment, or prevention of disease, in man or other animals, or

Intended to affect the structure or any function of the body of man or other animals,

and which does not achieve any of its primary intended purposes through ehemical action within or on the body of man or other animals and which is not dependent upon being metabolized for the achievement of any of its primary infended purposes

A The Principal Investigator must provide the Institutional Review Board with his/her risk determination; that is, the Pl must state heishe beli the i device poses S|gn|ﬁcant Risk or Nonsignificant Risk for subjects. The assertion of Significant Risk
or Nonsignificant Risk must be adequately supported with suitable documentation, such as a written description of a comparison device and other study dau If the Principal gator has obtained a risk letter from the Food and Drug Administration
(FDA), that letter must be uploaded here. indicate your risk determination and provide the justification below.

***BEFORE COMPLETING THE REST OF THIS SECTION, CONTACT THE OFFICE OF RESEARCH INTEGRITY ASSURANCE IF YOU BELIEVE THAT THE DEVICE POSES SIGNIFICANT RISK. ***

NONSIGNIFICANT RISK - This device poses Nonsignificant risk for subjects. A Nensignificant Risk Device Study is one that does not meet the definition for a Significant Risk device study.
SIGNIFICANT RISK - This device poses significant risk for subjects.

A Significant Risk device is an investigational device that

Is intended as an implant and presents a potential for serious risk to the health, safety, or welfare of a subject;

Is purported or represented to be for use supporting or sustaining human life and presents a potential for serious risk to the heaith, safety, or welfare of a subject

Is for a use of substantial importance in diagnosing, curing, mitigating, or treating disease. or otherwise preventing impairment of human health and presents a potential for serious risk to the health, safety, or welfare of a subject; or

Otherwise presents a potential for serious risk to the health, safety, or welfare of a subject

4

File Uploaded:

B In addition to the Food and Drug Administration's Risk Determination, upload all other correspondence with the FDA.

No additional corespendence
‘YYes, additional correspondence is uploaded

)

File Uploaded:

There are two sections in this pop-window. Please answer the first section if
you are using a medical device and the second section if you are using a
drug or biologic.

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
irb@gatech.edu



Section Il - Question |

C What is the name of the device?

editor window

£

D Select the appropriate check boxes below that describe the investigational medical device. Click all that apply.

Accessory 1o a Medical Device

Algorithm

Combination Device (drug and/or device and/or biciogic)
Component

In Vitro Diagnostic

In Vivo (implant)

Medical App

Off Label Use of FDA-Cleared Device

Other

Sofiware

Stand Alone Device

E What is the specific, intended use of the investigational medical device? What disease, disorder, or condition, if any, is this il
devices?

ifs} 1al ical device i to diagnose, cure, mitigate, treat, or prevent? How will this proposed use differ from currently available

F If applicable, describe how it is intended to affect the structure or any function of the body of man or other animals.

o

G Specify the manufacturer of the device, including name, add! + person, and telephone number,

editor window

P

H Listthe device components, ingredients, and properties.
editor window

I Provide complete instructions for use of the Investigational Medical Device.
[Saicor window
J Listthe principles of operation.

This is a continuation of the medical device section in question |I.
Please be sure to fully answer all of the questions in this section.
Office of Research Integrity Assurance Version 02/2020

Georgia Institue of Technology
irb@gatech.edu



Section Il - Question |

K Describe the methods, facilities and controls used for the manufacture of the device, including plans for packing, storage and, if applicable, installation.

L Provide the device or technology label language.
The general labeling requirements for medical devices are contained in 21 CFR Part 801 and 812, while In Vitro Diagnostic (IVD) labeling requirements are specified at 21 CFR 809.10. Some of these may not pertain to your technology. Specify label language here.

M Discuss bench testing regarding safety of the device. Any safety and sterilization certification letters should be uploaded, and compliance with SO standards should be discussed.

File Uploaded: [ upioad file J

N Report relevant prior clinical, animal and laboratory testing of the device. This report must include the following:

A biblic y of all publications, whether adverse or supportive, that are relevant to an evaluation of the safety and effectiveness of the device

Copies of all published and unpublished adverse information

A summary of all other unpublished information (whether adverse or supportive) that is relevant to an evaluation of the safety and effectiveness of the device

If nonclinical laboratory data are provided, a statement that such studies have been conducted in compliance with the Good Laboratory Practice (GLP) regulation in 21 CFR Part 58.
If the study was not conducted in compliance with the GLP regulation, include a brief statement of the reason for noncompliance.

File Uploaded: B upioad file

O If the Food and Drug Administration has issued an Investigational Device Exemption Number, provide it here.

‘editor window

P The Food & Drug Administration assigns devices to one of three regulatory classes based on the level of control necessary to assure the safety and effectiveness of the device.
Specify the FDA Device Class and Regulatory Controls applicable to this device by checking one of the three classes (and corresponding requirements) below:

Class | General Controls With Exemptions

Class | General Controls Without Exemptions

Class Il General Confrols and Special Controls With Exemptions
Class || General Controls and Special Controls Without Exemplions
Class |ll General Conirols and Premarket Approval

wditor window

Q  If the device will be exported for any purpose during this study, identify the person and address to whom it will be exported, and explain why the export will occur.

This is a continuation of the medical device section in question I.
Please be sure to fully answer all of the questions in this section.
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R If any components, parts, ingredients, or other materials comprising this device will be imported, state the source of export including name of entity and full address for each component, part, ingredient, or other material.

§ Describe the procedures for monitoring the investigation at all study sites.

T What safeguards are in place to ensure that the investigational device will only be used as described in the protocol?

U DIAGNOSTIC DEVICE STUDIES:
Diagnostic device studies [e.g., in vitro diagnostic (VD) studies, technologies, assays] are exempt from the requirements of 21 CFR Part 812 under certain circumstances. The study is exempt as long as the sponsor complies with the requirements at 21 CFR 809.10(c) for
labeling, and if the testing
(1) is noninvasive;
(2) does not require an invasive sampling procedure that presents significant risk;
(2) does not by design introduce energy into a subject; and
(4) is not used as a diagnostic procedure without confirmation of the diagnosis by another, medically established diagnostic product and/or procedure or validated by a certified CLIA laboratory.

If the diagnostic device does not qualify under the requirements at 21 CFR 809.10(c) and numbers 1, 2, 3 and 4, then the IVD is subject to the medical device IDE requirements at 21 CFR 812 and will require FULL BOARD review.
Does this diagnostic device qualify for exemption under 21 CFR 809.0(c)?

Select One ¥

V  If the diagnostic device will be validated against another established product and/or procedure or validated by a CLIA laboratory, describe the validation procedures.

W If this investigational technology operates in conjunction with software or any other technology, these would become part of the In Vitro Diagnostic device and must be stated here. If applicable, list the device components, ingredients, and properties.

Select One v

X If this study is investigator-initiated, the Principal Investigator is considered the Sponsor of the study. Describe how the Principal Investigator will satisfy the considerable additional FDA responsibilities associated with serving as Sponsor.

Save Answers

This is a continuation of the medical device section in question I.
Please be sure to fully answer all of the questions in this section.
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[investigational New Drug Studies

Georgia Tech conducts pharmaceutical Studies in coliaboration with other appropriale clinical entities. Consult the Office of Research Integrity Assurance.
COMPLETE THIS SECTION FOR STUDIES INVOLVING AN INVESTIGATIONAL DRUG

A drug is defined by the Food and Drug Admimistration as:

A substance recognized by an official pharmacopoeia or formulary.

A substance intended for use in the diagnosis, cure, mitigation, freatment, or prevention of disease

A substance (other than food) intended to affect the structure or any function of the body

A substance intended for use as a componen! of a medicine but ".IO{ a device or a com UD-’?E."I\ part or accesson ¥ of a device

Biologica! products are included within this definition and are generally covered by the same laws and regulafions, but differences exist regarding their manufacturing processes {chemical process versus biological)

A Specify the clinical entity where the research will take place and provide the names of research I ators at that |

editor window

B State the drug name, including brand and generic names.

leditor window.

C  Provide the Investigational New Drug (IND) Number, if any, assigned by FDA.

D Provide the drug manufacturer name, and include address and telephone number.

editor window

E Indicate how the investigational drug will be evaluated in this study, whether being used off |abel, in accordance with current FDA approval, or as an investigational new mode. Include mode of administration.

editor window,

F  For each drug that is to be administered, upioad a copy of the packet insert and Federal Form 1572 in the ATTACH DOCUMENTS section of the application. If these are not available, explain why.

editor window,

This is the second section under question | regarding drugs and
biologics. Please fully answer each question in this section if your
study involves a drug or biologic.

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
irb@gatech.edu



Section Il - Question J

lll. Subject Information, Consent and Types of Studies

A Human Subject
Interaction 5 v
il Ine resea™ Ifyes, B Click Here,
interaction with .
human If no, P Click Here.
subjects?

B Proposed -
Consent P Specify Consent Procedures
Procedures

C Research
Subject to the
Health
Insurance - Answer Research Subject to the Health Insurance Portability & Accountability Act (HIPAA) Questions
Portability &
Accountability
Act (HIPAA)

D Clinical Trials  p Answer Clinical Trials Questions

If your study includes anyone who is currently
Sl a prisoner, or if you are directly targeting

Questions A-J o anawer Biological Specimens. Questions A-J

REPOSITORIES o F 5OSITORIES of Specimens and/or Data. Questions K-S prisoners as a study population, then you need

of Specimens
and/or Data,

Questions K-S tO Complete queStlon J

F Data

p Answer Data Management Questions
Management

G Multi Site

S P Answer hulti Site Studies Questions

H Studies Taking
Place in
International
Locations

P Answer Studies Taking Place in International Locations Questions

| Investigational o ) )
Device and - Answer Investigational Device and Drug Questions
Drug

J  Studies
Involving Answer Studies Involving Prisoners As Subjects Questions
Prisoners As
Subjects
Office of Research Integrity Assurance Version 02/2020
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Section Il - Question J

§EpToMein

™

A IRBWISE

» Subject Information

[Studies Involving Prisoners As Subjects

Prisoner studies must meet one of the following FEDERAL CATEGORIES

Smd_. of the possibie causes, e".“E!CIS_, and processes of incarceration, and of criminal behavior, provided that the S{JO}' presents no more than minimal risk and inconvenience to the Subjects
Study of prisons as institutional structures or of prisoners as incarcerated persons, provided that the study presents no more than minimal risk and inconvenience to the subjects,

Research on conditions particularly affecting prisoners as a ¢lass provided that the study may proceed only after the HHS Secretary has consulted with appropriate experts including experts in penology, medicine, and ethics, and published notice, in the in the FEDERAL REGISTER, of his
intent to approve such research; or

Research on practices, both innovative and accepted, which have the intent and reasonable probability of improving the health or well-being of the subject

A How will you ensure that any possible advantages accruing to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of
such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired?

B How will you ensure that procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners?

C How do you know that parole boards will not take into account a prisoner's participation in the research in making decisions regarding parole, and that each prisoner is clearly informed in advance that participation in the research will have no effect on his or her
parole?
D

Control subjects must be selected randomly from the group of available prisoners who meet the characteristics needed for that particular research project. If you propose other procedures for selecting controls, describe those proposed procedures and provide
Justification.

Controls will be selected based on these criteria;
Controls will be selected randomly.

E If there will be a need for 10||DW4.Ip examination or care of pris.oner Pal'ﬁl:lpﬂl'lfs after the end of their participaﬁon, describe the provisians made for such examination or care, tal(ing into account the varying |EI'IQT.|'IS of individual pnsoners' sentences, and for iI"lfOI'I'I'IiI'Ig
participants of this fact.

editor window

Please fully answer each question in this section if your study involves prisoners.

Office of Research Integrity Assurance Version 02/2020
Georgia Institue of Technology
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Section IV — Studies Involving Department of Defense, Radiation, or Nanotechnology

|IV. Studies involving Department of Defense, Radiation, or Nanotechnology

A | " required * Does this study involve any Department of Defense agency, including Navy, Army, Air Force, National Geospatial Intelligence Agency, National Security Agency, Defense Intelligence Agency, Defense Threat Reduction Agency, Defense Advanced Research Projects

Agency, and United States Joint forces Command? If so, indicate which specific department is involved. If the proposed study invelves the Department of Defense (DoD), significant additional requirements may apply. Human subjects research involves the DoD when any of the
following apply:

The research is funded by a component of the DoD (Navy, Army, Air Force, National Geospatial Intelligence Agency, National Security Agency, Defense Intelligence Agency, Defense Threat Reduction Agency. Defense Advanced Research Projects Agency, and United States Joint
forces Command).

The research involves cooperation, collaboration, or other type of agreement with a component of DoD;
The research uses property, facilities, or assets of a component of DoD; or
The subject population will intentionally include personnel (military or civilian) from a component of DoD.

NOTE: If the proposed work is a subcontract with a non-DoD agency, but the prime contract has a DoD sponsor, the DoD requirements may still apply. Consult the guidance posted on the IRB web page at www.researchintegrity.gatech.edu. Click on Institutional Review Board,
then Policies and Procedures, then review the applicable appendices. Contact the Office of Research Integrity Assurance for assistance.

« No, there is no DoD involvement
Unsure. In this case, consult Research Integrity Assurance for assistance
‘Yes, this study involves a DoD department, specified here

M/ A ‘editor window

B  If this study involves radiation, describe the type {ionizing or non-ionizing), and upload a copy of the Radiation Safety Committee approval letter.
If studies involve DEXA scans that are not medically necessary, the consent document must contain the following specific disclosure:

THIS RESEARCH STUDY INVOLVE S EXPOSURE TO RADIATION FROM A DEXA WHOLE BODY SCAN. THIS RADIATION EXFOSURE IS NOT NECESSARY FOR YOUR MEDICAL CARE AND IS FOR RESEARCH PURFOSES ONLY. THE TOTAL AMOUNT OF RADIATION THAT YOU
WILL RECEIVE IN THIS STUDY IS EQUIVALENT TO A UNIFORM WHOLE BODY EXPOSURE TO 1/2 DAY OF EXPOSURE TO NATURAL BACKGROUND RADIATION. THIS USE INVOLVES MINIMAL RISK AND IS NECESSARY TO OBTAIN THE RESEARCH INFORMATION DESIRED.

/A

s

File Uploaded:

C  Studies employing nanotechnology will require additional review. Nanotechnology refers to the engineering (i.e., deliberate manipulation, manufacture or selection) of materials that have at least one dimension in the size range of approximately 1 to 100 nanometers. The Food

and Drug Administration (FDA) encourages researchers to consult early with the agency to address any questions related to the safety, effectiveness, or other attributes of products that contain nanomaterials, or about the regulatory status of such products. See additional
guidance at www.researchintegrity.gatech.edu under Institutional Review Board, Other Resources.

In the space below, describe how nanotechnology will be used and how you will ensure the safety of human subjects who will be exposed to nanomaterials during this study. Describe safety measures for personnel who will use nanomaterials in experiments. State the known
long-term effects of exposure on subjects and on research personnel. Describe any environmental effects and the disposal plans for the nano-waste.

WA

#

note: Be safe— save your work often

Save Application | Save and Finish Later |
This is a required section. Please fully answer each question. If your study
does involve the Department of Defense, including any of the military
branches, then additional requirements may be needed. Please see our
Policies and Procedures for more information.
Office of Research Integrity Assurance Version 02/2020
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https://researchintegrity.gatech.edu/forms/IRB/irbpoliciesandprocedures_new_rule.pdf#page=268

Section V — Key Words that Describe this Protocol

V. Key Words that Describe this Protocol

directions: If your study involves fMRI, drugs, devices, radiation or any Department of Defense funding please include the appropriate key word. You may enter your own key words in the ‘other’ field below.
Possible Key Words Selected Key Words

Air Force

Army

Clinical Trial -

=
<<

Other Keywords not Listed Above Spatial Memeory, Navigation
hint: To enter more than one "cther” keyword, simply separate them by a comma.

In this section, please select all of the key words that
relate to your study. If the key words do not appear on
the predetermined list, then please type the key words
in the text box underneath the list of key words.

Office of Research Integrity Assurance
Georgia Institue of Technology
irb@gatech.edu

Version 02/2020



Section VI — Attach Documents

|VI. Attach Documents

P Upload Documents

Save Application Save and Finish Later Save and Continue Application >>>>

Office of Research Integrity Assurance
Georgia Institue of Technology
irb@gatech.edu

In this section, please click the “upload documents” link
and upload all relevant documents to your study. This
includes protocol documents, funding documents,
recruitment, surveys, interview questions, pictures and
descriptions of an experimental apparatus, device
brochures, etc.

Templates for certain required documents can be found
on our website: https://oria.gatech.edu/irb/submitting-
protocol/forms

Version 02/2020


https://oria.gatech.edu/irb/submitting-protocol/forms

Submitting the Study for IRB Review

VI. Attach Documents

p Upload Documents

Save Application Save and Finish Late Save and Continue Application »>>>

When you are ready to submit your study, please click
the “Save and Continue Application” button. If you want
to finish your submission at a later date, then please click
“Save and Finish Later.”

Office of Research Integrity Assurance
Georgia Institue of Technology
irb@gatech.edu
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Submitting the Study for IRB Review — Conflict of Interest

Eun ict of Interest

Confiict of Interest
A Have you (PRINCIPAL INVESTIGATOR), or will you, your spouse, domestic partner, or minor dependents:

Receive ion from a pany/entity including salary consulting fees or honoraria related to this research (do not include salary, grant support, and other payments for services from Georgia Tech)?
Receive royalty or licensing payments from a company/entity related to this research?

Have any intellectual preperty rights or royalties from such rights whose value may be affected by the outcome of this research, including royalties under any royalty-sharing agreements involving the University?

Receive gifts/ , including or travel, from a company/entity related to this research?
Have equity or ownership interest (includes stock options) in a public or private company/entity related to this research?
Be a director, officer, partner, trustee, employee, or do you hold any other type of management position with a company/entity related to this research?

Received in the past 12 months, or do you anticipate receiving in the next 12 months, any combination of remuneration, fees, royalties, or honoraria, which exceeds $5,000 when aggregated, from an entity whose products or services are used or studied in this research or who are developing products or services that this research is intended to
study or evaluate?

Receive any compensation whose value could be affected by the outcome of this research (excluding compensation paid from the research grant)?

& NO, the Principal Investigater has no conflict of interest.
YES, the Principal Investigator has a Conflict of Interest.

B Does the Principal ig: have a COl Mar Plan related to this project and approved by the Office of Conflict of Interest Management? If so, upload the plan here.
= Mo
Yes
v
File Uploaded: [ upload file ]
C Hasiwill ANY OTHER MEMEER OF THE RESEARCH TEAM, his‘her spouse, domestic partner, or minor dependents:

Receive ion from a panyfentity including salary consulting fees or honoraria related to this research (do not include salary, grant support, and other payments for services from Georgia Tech)?
Receive royalty or licensing payments from a company/entity related to this research?

Have any intellectual property rights or royalties from such rights whose value may be affected by the outcome of this research, including royalties under any royalty-sharing agreements involving the University?

Receive gifts/| , including rei or travel, from a comp, ity related to this research?
Have equity or ownership interest (includes stock options) in a public or private company/entity related to this research?
Be a director, officer, partner, trustee, employee, or hold any other type of management position with a company/entity related to this research?

Received in the past 12 months, or anticipate receiving in the next 12 months, any combination of remuneration, fees, royalties, or honoraria, which exceeds 55,000 when aggregated, from an entity whose products or services are used or studied in this research or who are developing products or services that this research is intended to study or
evaluate?

Receive any compensation whose value could be affected by the outcome of this research (excluding compensation paid from the research grant)?
# No, none of the other research personnel have a Conflict of Interest
Ves, other ressarch personnel have a Conflict of Interest
D Does any other member of the research team have a COl Management Plan related to this project and approved by the Office of Conflict of Interest Management? If so, upload the plan here.

& Ne
s

File Uploaded: [ upload file ]

After clicking “Save and Continue Application,” you will be brought back to your full submission
to review. At the bottom of this submission is an additional section that asks if you or any study
team members have a financial conflict of interest. If you are unsure about this, please either
contact the Office of Research Integrity of Assurance or the Conflict of Interest Management

Office. When finished, please click “Save and Continue” at the bottom of the screen.
Office of Research Integrity Assurance Version 02/2020
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Submitting the Study for IRB Review

» Submit New Protocol

Protocol

Title: Example Study: Effects of Spatial Cues on Spatial Learning
Principal Investigator: Scoti Samuel Katz

Admin Assigned:

As Of. December 11, 2017 03:02 PM

Current Status: New

Last Activity: 12/07/2017 - Created

Committee Assigned: Original Approval Start:

Review Type: Current Approval Period:

Endorse Protocol

note: You must endorse the protocol before submitting it.

+ | will obtain informed consent from all subjects.

= 1will report to the IRB any harmful effects to the subjects
Endorsements » | will renew my application if the research extends beyend one year.
.

approval before altering the research protocel or consent forms.
rotect the rights and welfare of human research subjects and comply with the provisions of Georgia Tech's Federalwide Assurance.

I Agree By checking this box and providing your full name and password (below], you signify that you agree to abide by the statements above for this new submission. PLEASE NOTE: After endorsing, you must scroll down to SUBMIT this application.

Your Full Name

Password Verification Enter your passwaord to verify your identity

Submit Protocol

@ ATTENTION PRINCIPAL INVESTIGATORS: You must forward your application for sign off. Please select the name of your Department Head/Chair from the drop down list and add them as a recipient and then choose "Submit Protocol” at the bottom of the screen. IRBWise will send an email
to that person requesting their sign off. The Department Head/Chair will then be responsible for forwarding your application on the IRB. Please do not submit your application directly to the IRB.(mandatory unless you are the department head)

Chose Recipient:
FRANCIS DURSQO ¥

Submit the protocol directly to the IRB (department heads only)

Comments:
After clicking “Save and Continue,” you will be brought to this screen. You
will first need to endorse the protocol at the top of the page. After doing so,
please select who the study will be sent to for review at the bottom of the
page. Please read the instructions next to each selection, for that there are
specific rules on who can submit.
Office of Research Integrity Assurance Version 02/2020
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Congratulations! You have officially submitted your application to the IRB.

Please contact the Office of Research Integrity Assurance if you have any
qguestions regarding the submission process.

Office of Research Integrity Assurance
Georgia Institute of Technology
Dalney Street Building
926 Dalney Street NW, Atlanta, GA 30332-0415
Email: IRB@gatech.edu
Website: https://oria.gatech.edu/irb

Office of Research Integrity Assurance
Georgia Institue of Technology

irb@gatech.edu
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