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How to submit a Continuing Review and Study Closure

Human Research Protection Program
(Last Updated: 12/14/2023)
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This PowerPoint will assist you in submitting a continuing review. Please be aware that the
continuing review form is the same form used to close out a study.
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Getting started
Dashboard S s

1. Navigate to the IRB workspace Meetings Reports Library Institutional Profiles Help Center Central Actions
2. Select Submissions tab IRB
3. Select All Submissions tab IRB
4. Note: Filter by allows you to sort through your
studies by name, PI first and last name, and 9 Search @
submission type. e
5 Open your Study by Selecting the folder SymbOI In-Review Active vNew Information Reports External IRB Relying Sites [ All Submissions ]
or the name of the StUdy- [ Filter by @ b w | | Enter text to search m+Add Filter
v Date Pl First PlLast Coordinator
b Name Modified State Name Name First Name
e E TUDY2023-0039 New Study 9.19.2023 ;2;4;2'\?23 Denise  Puga
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Creating a Continuing Review

Entered IRB:  12/1/2022 11:25 AM
Initial approval: 12/1/2022

1. Select Create Modification/CR Initial effective: 12/1/2022
Effective: 12/9/2022
IMPORTANT! Select this option even if you are Approval end. 11/30/2023
: Last updated: 4/6/2023 10:44 Al

needing to close out a study.

Next Steps

View Study

Printer Version

0 Create Modification/CR

Report New Information
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Initiating a Continuing
Review Form

III:I TEXAS A&M

UNIVERGSITY

1. Select Continuing Review™*** — «
- You Are Here: gigl Test = :# _IRBSubmission

Modification / : ; .
***|f you would like to submit a Modification Continuing Review Creating New: IRB Submission
and Continuing Review, please jump to Slide
13. Modification / Continuing Review / Study Closure
. e * What is the nurpnose of this submission? @
Important notice: Once you select Save or o @ Continuing Review
Continue, you will not be able to edit your TS Woameaton TOpdate
response on this page. If an incorrect response O Modification and Continuing Review
was chosen, you will need to discard the Clear

submission and start again (instructions on
how to discard a submission can be found on

Slide 15).

@ Exit | B Save Continue @
2. Click Save and then Continue —
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How would you like to proceed?

1) Submit a continuing review. Please continue to the next slide.
2) Close out my study. Please click here to be directed to Slide 10.
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IMPORTANT NOTICE!

Before proceeding, determine if your study requires
an Administrative Check In or a Continuing Review:

Most minimal risk studies approved after January 20,
2019 do not require a continuing review, but still
must undergo an Administrative Check In.

To identify if your study requires a continuing review
or an administrative check in, please reference your
initial approval letter. If your study requires an
Administrative Check In, exit this guidance
document and navigate to the Administrative Check
In guidance tool found here.

Example of a study that requires a continuing review:

At the convened meeting on 01/06/2021 the IRB approved this research
from 01/12/2021 to 01/05/2022 inclusive.

It is recommended that you submit your next continuing review by
12/05/2021 to avoid a lapse in approval. Your study approval will end on
01/05/2022.

Example of a study that requires a an administrative check in:

The IRB approved this research on 08/29/2022.

Before 06/28/2023, you are to submit an Administrative Check-In Form to
the HRPP/IRB. If the HRPP/IRB does not receive the form, there will be no
approval of new research after 08/28/2023.



https://vpr.tamu.edu/wp-content/uploads/2022/09/Admin-Check-In.pptxc_.pdf
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Continuing Review ONLY

1. Complete the Continuing Review/Study Closure Information page:

. Read carefully over Question 4. Select only the response(s)
that apply. If none apply, do not check any boxes. Note: If you
select the first four items, you will be prompted to close out
your study.

. Read through each item in Question 5 and select all items that
are true. For example, if no participants withdrew from the
study since the last IRB approval, select “No subjects withdrew
from the study.”

. If an item was left unchecked in Question 5, a description of
the event must be uploaded in Question 6. Please use a Word

document.

2. Click Save and then Continue

All questions marked with a red asterisk (*) require a response.

= [B vaidate &[8 Compare «

Continuing Review / Study Closure Information

Modification /
Continuing Review

* Specify enroliment totals at this investigator's sites: @

Continuing Review
1| Study Closure
Information

* specify enroliment totals at this investigator's sites since last approval:

* Specify enroliment totals study-wide: @

Q4. Select only j
the responses o
that apply. O

]

Research milestones: (select all that apply) @

Study is permanently closed to enrollment OR was never open for enroliment

All subjects have completed all study-related inferventions OR not applicable (e g. study did not include inte
Collection of private identifiable informafion is complete OR not applicable (no subjects were enrolled)
Analysis of private identifiable information is complete OR not applicable {no subjects were enrolled)
Remaining study activities are limited to data analysis

Study remains active only for long-term follow-up of subjects

@ Important! it the first four research milestones above are complete, the study will be closed to discontinue IF

Check the items that are true since the last IRB approval for all sites invelved in the study:

oo

Q5. Select all

MO subjects experienced unexpected harm
Anticipated adverse events have NOT taken place with greater frequency or severity than expected

[0 NO subjects withdrew from the study
. 0 MO unanticipated problems involving risks o subjects or others
items that are : .
[0 NO complaints about the study
true_ [0 NO publications in the literaiure relevant to risks or potential benefiiz
[0 NO interim findings
[0 MO multi-center trial reports
O MO data safety monitoring reports
[0 NO regulatory actions that could affect safety and risk aszessments
0 MO other relevant information regarding this study, especially information about risks
[0 Inthe opinion of the PI, the risks and potential benefits are unchanged
O Al medifications to the protocel have been submitted to the IRB
Q6 Provide a OO0 All problems that require prompt reporting to the IRE have been submitted
desc r ptlon Of Attach supporting documents: (include an explanation of each item left unchecked above) @
any item left + ada
unchecked in Name

Q5.

There are no items to display

© Exit B save Continue e
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Submitting your form to the IRB
© Exit B Save Finish

1. Select Finish in the Final Page to be directed to
the Study Workspace

2. Click Submit from the Study Workspace

IMPORTANT! The Pl or Pl Proxy must click
Submit for the submission to be received by
the IRB.

Last updated: 5/22/2023 10:08 AM

Next Steps

3. Click OK Edit Study

Printer Version

g ™ Submit
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HOW TO CLOSE OUT A STUDY

10




How to close out a study

Complete the Continuing Review/Study Closure Information page:

HwnN P

All questions marked with a red asterisk (*) require a response.
Select the first four research milestones in Question 4.

Select I acknowledge that this study will be closed in Question 5.
Click Save and then Continue
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= R/ Validate LIoCompara « . . . .
Continuing Review / Study Closure Information

Modification /

Continuing Review i o .
* Specify enroliment totals at this investigator's sites: @
I * Specify enroliment totals at this investigator's sites since last approval:

Continuing Review
I Study Closure
Information

* Specify enroliment totals study-wide: @

>

Research milestones: (select all that apply) @
Study is permanently closed to enrollment OR was never open for enroliment

All subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions, no
subjects were enrolled)

Collection of private identifiable information is complete OR not applicable (no subjects were enrolled)

Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)

Remaining study activities are limited to data analysis

Study remains active only for long-term follow-up of subjects

o Important! If the first four research milestones above are complete, the study will be closed to discontinue IRB oversight.

* | acknowledge that this study will be closed: e

e € Exit Continue e

11
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Submitting your form to the IRB
© Exit B Save Finish

1. Select Finish in the Final Page to be directed to
the Study Workspace

2. Click Submit from the Study Workspace

IMPORTANT! The Pl or Pl Proxy must click
Submit for the submission to be received by
the IRB.

Last updated: 5/22/2023 10:08 AM

Next Steps

3. Click OK Edit Study

Printer Version

g ™ Submit

12
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HOW TO SUBMIT A MODIFICATION AND CONTINUING REVIEW

13
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= «
You Are Here: Test > ;£ _IRBSubmission

Modification and Continuing Contimuing Re Creating New: IRB Submission

Continuing Review
Review

I . , Modification / Continuing Review / Study Closure
1. Select Modification and Continuing Review

2. Identify the modification scope (must select at * What is the purpose of this submission? @

least one option, or both if applicable): O Continuing Review
(O Modification / Update

o @ Moadification and Continuing Review
crear

*  Select Study team member information
to add new study personnel

*  Select Other parts of the study for all
other modifications to the protocol

o To change the P, choose 'Other parts of the study/site' scope
Q [Modification scope:

[J Study team member information
[ Other parts of the study

Important notice: Once you select Save or
Continue, you will not be able to edit your
response on this page. If an incorrect response
was chosen, you will need to discard the
submission and start again. Instructions on
how to discard a submission can be found on
the next slide.

3. Click Save and then Continue

14
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How to discard a
submission

Once you select Save or Continue on the
Modification/Continuing Review page, you will not
be able to edit your purpose or scope.

If an incorrect response was chosen and the form
has been saved:

1. Click Exit to leave the submission and
2. Select Discard from the Study workspace.
3. A new submission will need to be initiated.

I:r'z, Validate .".‘Ia Compare

Modification /
Continuing Review

Continuing Review /
Study Closure
Information

«

You Are Here: gg Test > gg) Continuing Review for St

Edltlng 4 Go to forms menu Bl Print =

CR0O0000007

Modification / Continuing
Review / Study Closure

* What is the purpose of this submission?

Continuing Review
Modification / Update

Modification and Continuing Review

Next Steps

Edit Modification/CR

Printer Version

Submit

Manage Ancillary Reviews

B K}

Create Ad Hoc Cerifications

~

.2 Add Comment

Add Private Comment

|

@ Discard

£ Manage Tags
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= [B vaidate &[8 Compare «

S Continuing Review / Study Closure Information
wviodimication /
éontlnumg Review

Modification and Continuing Review @ o

* Specify enroliment totals at this investigator's sites: @

Information
* Specify enrcliment totals at this investigator's sites since last approval:

1. Complete the Continuing Review/Study Closure Information page: + Specity enroliment totals study-wide: ©
. All questions marked with a red asterisk (*) require a response. Research milestones: (select i that appy) @
[0 Study is permanently closed to enrollment OR was never open for enroliment
Q4. Se|eCt Onl y [0 All subjects have completed all study-related interventions OR not applicable (e g study did not include infe
. O Collect f private identifiable information i lete OR not licable (no subjects wi lled)
*  Read carefully over Question 4. Select only the response(s) the responses O Anaysis of e enfale ol s complle OF o ppicai (10 stiocts were emole)
. that a I A [0 Remaining study activities are limited to data analysis
that apply' If none apply’ do nOt CheCk any boxes' NOte' I-fyou pp y 0 Study remains active only for long-term follow-up of subjects
Select the firstfour items[ you WI// be prompted to C/ose Out om'lpcnanr.! If the first four research milestones above are complete, the study will be closed to discontinue IR
yOUI" Study, Check the items that are true since the last IRB approval for all sites involved in the study:
[0 NO subjects experiencad unexpected harm
[0 Anticipated adverse events have NOT taken place with greater frequency or severity than expected

Q5. Select all
items that are
true.

MO subjects withdrew from the study

MO unanticipated problems involving risks fo subjects or others

MO complaints about the study

MO publications in the literature relevant to risks or poiential benefitz
MO interim findings

NO multi-center trial reports

NO data safety monitoring reports

MO regulatory actions that could affect safety and rizk aszessments

. Read through each item in Question 5 and select all items that
are true. For example, if no participants withdrew from the
study since the last IRB approval, select “No subjects withdrew
from the study.”

MO other relevant infermation regarding this study, especially information about risks
In the opinion of the P, the risks and potential benefits are unchanged

All modifications to the protocol have been submitted to the IRB

All problems that require prompt reporting to the IRB have been submitted

gooooooooooao

. If an item was left unchecked in Question 5, a description of

the event must be uploaded in Question 6. Please use a Word Q6. Provide a

dOCU ment description Of Attach supporting documents: (include an explanation of each item left unchecked above) @
any item left + aca
7 Click S dthen C unchecked in Name
. ick Save and then Continue There are no tems (o cisplay _ _
Qs. ©Exit | B Save Continue @)
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M o d Ifl c at I o n a n d C o n t I n u I n g = By vaicate &p compare « You Are Here: Test > Modification and Continuing Re...
Modification /

Rev i eW ( c o n t i n u e d ) Continuing Review Edltlng MODCRO00000005 (Gotoformsmenu fHPrintv @ Help

Continuing Review /

e as Study Closure Modification Information
1. Complete the Modification Summary page Information
o Modification Study enrollment status:
Summary [J No subjects have been enrolled to date
. . [0 Subjects are currently enrolled
IMPORTANT! Provide a brief summa ry of the Modification Details O Study is permanently closed to enrollment
mOd ification a nd a revised co py Of you r protocol O All subjects have completed all study-related interventions
[ Collection of private identifiable information is complete

document. All modifications must be added to the

written protocol. It is not sufficient to provide the Notification of subjects: (check all that apply)
. pe . . . . O Current subjects will be notified of these changes
m0d|f|cat|0n n QUEStlon 3 The reVISEd prOtOCO| [0 Former subjects will be notified of these changes
m USt be attaChed to the BaSIC StUdy Informatlon o Attach files: If notifying subjects, add a description of how they will be notified to the Other attachments section of the Local Site
page. If the revised protocol is not provided, the Documents page.

modification will be returned. * Summarize the modifications: @

2. Select Save and then Continue Q O @ save

17




Navigate the IRB Application
to make edits

Once Continue is selected on the Modification
Summary page, you will be brought to the
application to make edits.

1. Use the navigator on the left side of the screen
to locate any pages that need to be edited. The
page currently being viewed will be shown
highlighted in orange. To view a specific page,
select the desired page on the navigator.

2. Click Save after making any edits to ensure your
work is saved.

3. Once all edits have been made and saved, click
Exit.
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iIr‘d ‘ '}"EX/‘ A&M
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= [ validate 37§
You Are Here:

Basic Study

Information Edltlng 00000047

Study Funding . .
Sources Basic Study Informatione

Local Study Team

Members

* Title of study:
Study Si

udy Scope Study of Individual Differences
Local Research
Locations
Z

Local Site
Documents * Short title: @

Individual Differences

* Brief description: @

This is a brief 10-minute survey to examine individual differences in
college students. 100 participants will be recruited via social media. All
participants will be provided with a consent document prior to being

directed to the online survey.
© 0
* What kind of study is .
O Multi-site or Collaborativ Continue e

@ Single-site study
Clear

18
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= B veicete &6 Compare % EOIUNQg: S1UDYZUZ3-UUZI

Basic Stud: . -
o Information Basic Study Information e Ad?Attachment

How to attach your revised —
p roto c o I - * Title of study: Q Choose File

H':al Study Team Pilot Study to Test the effectiveness of Factal
Members

Name: (if not supplied, the file name will be shown) @

Modifications to approved procedures (e.g., S
participant enrollment, consent process, Locaione " — Version mumber.
recruitment) require that you update your protocol S Factor A
. Documents
document. Attach an updated protocol to the Basic

* Brief description: @

St u dy I nfO rm at on page . This study examines how Factor A improves
students. Students will be asked to completd
how exposure to Factor Aimproves overall 18
will be recruited via posted notice

Navigate to the Basic Study Information page

2. Select Update on Attach Protocol (this can be * What kind of study is this? ©
E|ther Questlon 7 or 8) : Multi-site or Collaberative study

Single-site study
~
C

lear

3. Click Choose File and attach your revised
prOtOCOI and then click OK * Will an external IRB act as the IRB

O Yes @ Mo Clear
* Local principal investigator: @

Denise Puga | - | €

* Attach the protocol: @
+ add
Document

g [2? update [| @2 TEMPLATE - Exempt @

19




KM | TEXAS A&M

ULV R S LT Y

How to attach new or
revised study documents

If you need to add a new or revised study document
in response to a clarification requested:

1. Navigate to the Local Site Document page

2. Select +Add to attach a new study document or
Update to attach a revised study document. It is
important that you select the correct option to
ensure good document management.

3. Click Save, then Exit to navigate back to the
study Workspace.

= B vadate. 818 Compare « You Are Here: g Factor A
Basic Study ..
information Editing: STUDY2023-0027
Study Funding .
Sources Local Site Documents e

Local Study Team

Members Consent forms: (include an HHS-approved s

+ ndd

Study Scope
Docurnent

Local Research _
Locations 9 &7 update | | @5 Study Consent (1)

o Local Site
Documents Recruitment materials: (add all material to

=+ Add
Document

[ update | M Flyer(1)

QOther attachments:
+ ndd

Docurnent

@ Update m = SLIr'.-'E':,' (1)

20
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Submitting your submission to the IRB o
Q Exit | B Save

Once you have finished editing the IRB application
and saved all your edits:

1. Select Exit to be directed to the IRB Workspace

) . Last updated: 5/22/2023 10:08 AM
2. Click Submit

Next Steps
IMPORTANT! The Pl or Pl Proxy must click

Submit for the submission to be received by
the IRB.
3. Click OK
g ™ Submit

21
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