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In-Draft o e Pre-Review Under Review Post Review
? Authorization > > >
—
My Studies My Tasks Submissions by Type
IRB-FY2024-28 ySICRPRETIUITy On Wellness Renewal 0
IRB-FY2024-27 Impact of physical activity on health and well-being Initial 4
IRB-FY2024-13 Example NHSR Study 11.29.23 Modification 0
IRB-FY2024-12 Test Expedited Review 11.29.23 V Incident [1]
All Tasks Complete Withdrawal 0
Closure 0
Legacy 0
View All
Approved Studies Studies Expiringin 30days ~ Expired Studies

IRB-FY2024-28

Impact of Physical Activity on Wellness

© ©

No Expiring Studies No Expired Studies

View All

Dashboardview of Cayuse
Human Ethics module.

To modify an approved study,
select the study from the My
Studies menu
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Studies / Study Details

Study Details

Approved

IRB-FY2024-28

Impact of Physical Activity on Wellness

Study Details
KeyC
Approved
Team M

Matthe' IRB-FY2024-28 Impact of Physical Activity on Wellness
Matthe' B PDF ® Delete Studies / Study Details / Submission Details
1 In-Draft
Approval Date: Expiration Date: Submission is with researchers
02-09-2024 02-07-2025
Admin Check-In Date: Closed Date:
N/A N/A
Modification
IRB-FY2024-28 - Impact of Ph y on Wellness
Key Contacts'i Attachments Flags # Edit PDF ~ @ Delete
Team Member
) PI: Current Analyst:
Matthew Vukovich Matthew Vukovich N/A
Matthew Vukovich Review Type: Review Board:
N/A N/A
Approvals Task History Attachments
Research Team
Name

No entries.

PDF @ Delete
Approval Date: Expiration Date: Organization: Active Population Flags:
02-09-2024 02-07-2025 South Dakota State University ~ Submissions:
arnnnn wia
AdminCh
N/A Studies / Study Details

Decision:
N/A

Meeting Date:
N/A

Submissions

Additional Flags:

Submissions

Policy:
Post-2018 Rule

Result

Select +New Submission
+«—— Select [Modification] from the
pulldown menu.

+ New Subm

Renewal

Select Edit.

Maodification

Incident

Closure

Required Tasks:
Assign P
AssignPE

Complete Submission

Date
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IRB NUMBER: IRB-FY2024-28

Impact of Physical Activity on Wellness - Modification R B = . | modification you would like to
make. You can select more
— Amendments than one modification.

Welcome Amendments —_

£ SUBMISSION DETAILS

Sections

Amendments

Determination

0

Adding funding source.

Remaoving a funding source.

Recruitment materials - advertisement, text, script, social media messaging.
Increasing participant numbers.

Decreasing participant numbers.

Inclusion/Exclusion criteria.

Changes to study procedures.

Changes to informed consent/assent.

Compensation. >—
Reopening enrollment

Location change

Other Amendment Request

Survey

Focus group questions or text.

Do modifications affect risks to participants, the way data is coded, de-identified, analyzed, or stored?
Add Personnel.

Transfer study to new principal investigator.

Project Personnel
Project Description
Participant Informa...
Recruitment Process
Consent Process

Risk, Privacy, Con

Compliance

0O0o0000coooooooooo

e
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IRB NUMBER: IRB-FY2024-28

Impact of Physical Activity on Wellness - Modification RicREstEroe) (micomprel IRl ¢ 2

£ SUBMISSION DETAILS |

Sections

For each modification or amendment
Amendments to the study, provide a justification.

Welcome
s Select [Save] after each change.

Determination Adding funding source.
Removing a funding source.
Recruitment materials - advertisement, text, script, social media messaging.
Increasing participant numbers.
Decreasing participant numbers.
Inclusion/Exclusion criteria.
Changes to study procedures.

Provide justification.

©Amendments

Project Personnel

Project Description

8000000

Participant Informa...

Recruitment Process

B I 4 & i & ®
Consent Process

Changing the treadmill performance test protocol to d: particip diffe fitness levels. The new protocol will start at a slower speed.

Risk, Privacy, Confi...

Compliance

Changes to informed consent/assent.
Provide justification.
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N e a0 Once compliance statement
Impact of Physical Activity on Wellness - Modification B cre is completed, select the

€ SUBMISSION DETAILS ‘

Sections <

- . menu that corresponds to
Amendments
Complionce v the modificationthat was
Welcome v * Did any unanticipated problems, including adverse events or subject complaints, occurred since the last IRB review. Se I e Cte d i n t h e fi rSt SC re e n .
Determination v g :Io In that exa mple, Cha nges tO
FoseReRemel ¥ study procedures and
Project Description - .
Particioant Informa. Important information regarding retention of informed cgpsemf®™s and research records: C h a n g e S to | n fo rm e d

+ Reported all sefigueemeMtxpected adverse events as required.

Recruitment Process eettTEd informed consent from each subject (unless a waiver of the consent process was granted and that a consent form was signed, dated, and is retained in the Pl's* CO n Se n t We re Se I e Cte d .
« Not made any changes to the study procedures or consent form(s) without prior IRB approval.
¢ The principal investigator is expected to review and adhere to the SD BOR policy for maintaining records associated with research and those that may fall under HIPAA

requirements for research data: REG 202.1 and REG 202.2 here.

Consent Process

Risk, Privacy, Conff...

IR IER TR IR

Compliance

* Investigator Statement of Compliance

Routin;
Sendito P%for T ) By submitting this form, | certify all information provided is accurate and that procedures involved in this project are conducted according to federal regulations and South Dalt

subject research. (Type name)
COMPLETE SUBMISSION >

Matt Vukovich
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Update the design and

IRB NUMBER: IRB-FY2024-28

¢ SUBMISSIONDETALLS | Impact of Physical Activity on Wellness - Modification

Sections <

Amendments
Compliance * Design and Methodology
Welcome Describe study design and data collection methodologies.

Determination B I U 5 1= 1= @

methodology.

B CREATE PDF

M COMPARE <

Project Personnel |

oF‘roject Description

Attach new consent

Participant Informa... cayuse
W, Human Ethics

Recruitment Process

form. Onlyone consent

Consent Process

Risk, Privacy, Confi...

Compliance )
Sections

Amendments

; Consent Process
Compliance

Welcome Attach all consent/assent forms.

Determination **|f your study is registered on clinicaltrials.gos

information that can identify you. At most, the|

Project Personnel

DOCUMENTS
Project Description CANEES]

B Consent formdocx | %

Participant Informa... Files

Recruitment Process

°Consent Process

Indicate how you will obtain consent from pal

Risk, Privacy, Confi... )
Check all that apply. (Contact the IRB for assis!

e Signed informed consent.
Electronic signature. (Note: a chech
Implied consent.

Child assessment and parental co
Obtaining consent using a short fol
Other

goooaa

Role: Researcher ~ & Products ~ & Matthew Vukovich =
Dashboard Studies Submissions Tasks Meetings Reporting More fo rm Ca n b e a tta C h e d .
¢ SUBMISSIONDETAILS ‘ iRmBM;akg? f’uﬁ;esical Activity on Wellness - Modification B CREATEPDF  (T] COMPARE < > Delete the first one and

then add new consent

form.

I Consent form.docx®

* Single Attachment Only: Delete previous attachment to add another

@ CANCEL B APPLY
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BT — — " ., Remember to select save.
§ BRI | Impact of Physical Activity on Wellness - Modification S N

When all modificationshave
been made, select

Compliance

Welcome Attach all consent/assent forms. [Complete Su bmiSSion]

Determination

Amendments

Consent Prc

4 <

I

**If your study is registered on clinicaltrials.gov, your consent form must include the following statement: A description of this clinical trial will be available on clinicaltrials gov/, as required . Taw. This will not include
information that can identify you. At most, the website will include a summary of results. You can search clinicaltrials.gov at any time

<<

Project Personnel

Project Description Lancie

Participant Informa... :lcimsent —

Recruitment Process

Consent Process v
Indicate how you will obtain consent from participants.
Risk, Privacy, Confi... v . )
Check all that apply. (Contact the IRB for assistance or questions g Birb@sdstate.edu)
Compliance v
P Signed informed consent.
Electronic signature. (Nghas#heckbox does nat count as an electronic signature.)
[ Implied conseg
() Child ment and parental consent
Routing g htaining consent using a short form with oral explanation and witness.
Send to PI for certification? [J Other

COMPLETE SUBMISSION

Provide a detailed description of the consent process including who will obtain consent/assent and timing, providing participants sufficient time for adequate consideration.
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You will need to
[Certify] the
application again.

Studies / Study Details / Submission Details

V In-Draft 2 Awaiting Authorization
Submission is with researchers Submission is awaiting certification or approval

Awaiting Certification

Modification

IRB-FY2024-28 - Impact of Physical Activity on Wellness
Routing:
Pl: Current Analyst: Decision: Policy: Required Tasks:
Matthew Vukovich N/A N/A Post-2018 Rule N/A
Review Type: Review Board: Meeting Date:
N/A N/A N/A

Approvals Task History Attachments

Research Team

Name

Matthew Vukovich

Certify

| confirm that | have the proper training, expertise and resources to conduct
this study. | understand and accept my responsibilities as the Principal
Investigator, Co-Principal Investigator, and/or Primary Contact for this study. |
confirm that | have no significant financial conflict of interest in this project or
have disclosed a conflict per institutional policies and federal requirements. |
confirm that the information provided in this application is true, complete, and
accurate to the best of my knowledge; that any false, fictitious, or fraudulent
statements or claims may subject me to criminal, civil, or administrative
penalties; and agree to accept responsibility for the oversight and scientific
conduct of the project.
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Studies / Study Details / Submission Details :7
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v In-Draft 3 Pre-Review .
Submission is with researchers ission is awaiting certification or approval ‘ Submission is being prepared for review |
Under Pre-Review
Modification

IRB-FY2024-28 - Impact of Physical Activity on Wellness

Bi Review | PDF ~ @ Delete
PI: Current Analyst:
Matthew Vukovich N/A
Review Type: Review Board:
N/A N/A

Approvals Task History Attachments

Research Team

Name

Matthew Vukovich

Policy: Required Tasks:

Post-2018 Rule | # Assign Analyst

Result

Date

Certified 02-09-2024 10:36 AM

The following required assignments must be made before proceeding:
Analyst

Please contact your system administrator if this error continues to accur.
etails

Show Error Di

After certifying, the Submission
Details screen appears. Itis
awaitingauthorization.

If you select proceed, the
following error message pops up
indicatingthe IRB analyst needs
to be assigned and application
reviewed.

Your supervisor will also receive
an email to certify/approve of
the modification.
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Main Dashboard.

& I = 11
Awaiting : ; l l P .
- o - ost Review
In-Draft < Authorization % Pre-Review % Under Review 9 >
My Studies My Tasks Submissions by Type
IRB-FY2024-28 Impact of Physical Activity on Wellness Renewal 4]
IRB-FY2024-27 Impact of ph-/ cayuse Rol h p a
| : ole: Researcher ~ Products ~ Matthew Vukovich =
meress  oampen{ M HUMaN Ethics

IRB-FY2024-12 Test Expedil; Dashboard Studies Submissions Tasks Meetings Reporting More St u d y D eta I I S d a S h b O a rd

Studies / Study Details

dy Det: Submissions

Approved

Approved Studies

IRB-FY2024-28 Impact of Physical Activity on Wellness

IRB-FY2024-28 Impact ¢
Cayuse S b I ' l
& poF O Bz J//I Ht”-nan Eth|CS Role: Researcher ~ p Products ¥ & Matthew Vukovich ¥ u I SSI O n
Dashboard Studies Submissions Tasks Meetings Reporting More D h b d —
Approval Date: Exp a S O a r
02-09-2024 02+

i ChecknDate: cof  Studies / tudy Detals shows stud Yy

N/A N/A .
is under
[ .
Key Contacts'i Attachments — Rovewie Status Hechwn rev I e W b y

Team Member Initial Expedited @ Review Complete Approyed
02-09-2024 o
Matthew Vukovich
Modification Unassigned ® Under Pre-Review
Matthew Vukovich

25 per page - 1-20f2 ‘ 1 ‘




cayuse
J//, Human Ethics Role: Researcher ~  #9 Products + & Matthew Vukovich ~

Dashboard Studies Submissions Tasks Meetings Reporting More D u ri n g t h e p re_revi eW

process, the IRB analyst will
determine the level of review

J— required. Since the initial

i NR— application was an expedited

—— review, the modification will

T—— E more than likely require an
expedited review.

Approved
)2-09-2024




Date: February 28, 2024
Pl: Matthew Vukovich
Re: Modification - IRB-FY2024-28

Impact of Physical Activity on Wellness O nce reV| ew | scom p | ete yo u
’
The South Dakota State University Institutional Review Board has reviewed the above-

referenced submission and rendered the decision below. Wi I I re CEiVE a n e ma i I n Otifyi ng
ngzzgg:zlf:fer:n?etbruary 28,2024 yO u Of th e d ete rm i n a ti O n .

Study Admin Check-in Date: -- .

Review Type: The reviewed modifications fallunder 45 CFR 46.104. YO u Ca n a I SO See | n th e
Category 2.(ii). Research that only includes interactions involving educational tests

(cognitive, diagnostic, aptitude, achievement), survey procedures, interview

procedures, or observation of public behavior (including visual or auditory recording) d a Sh b O a rd t h a t th e reVI eW

if at least one of the following criteria is met:

Any disclosure of the human subjects’ responses outside the research would not h as b een com p I ete d .
reasonably place the subjects at risk of criminal or civil liability or be damaging to the

subjects’ financial standing, employability, educational advancement, or reputation;

or

Findings:
Research Notes:

Key Principal Investigator Responsibilities:

* Submit any proposed changes to the Study prior to being implemented via a
Modification submission for IRB review and approval.

* Promptly notify the IRB, via Incident submission, of any reportable events
(adverse events/protocol deviations/unanticipated problems/subject
complaints/etc.) that occur during the research, including any breach in
confidentiality or data security that places participants or others at a greater
risk of harm.

* Submit a Renewal Submission in advance month of Administrative Check-in or
Study Expiration dates to allow for IRB review and approval to continue
conducting study activities.
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Studies / Study Details + NewSubmission
s s

Submission Type Review Type Status Decision
Initial Expedited @ Review Complete Awr\:ﬂ-ed 4
Modification Expedited ® Review Complete Exempt

02-28-2024

25 per page - 1-20f2 1
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