T TEMPLE

e UNIVERSITY"

How to Submit Prospective and
Retrospective Studies to the IRB

David Comalli
IRB Assistant Director
October 15, 2020



Slides Summary / Table of Contents

* Introduction the IRB, define human subjects research, review categories
(2-7)

» Retrospective and prospective studies (8-9)

« Specific notes and submission tips (10-21)

 ERA screenshots (22-75)
* Initial Submission (23-42)
» Approval Route (38-56)
» Responding to Modifications Required to Secure Approval (57-61)
» Retrieving stamped consents (62-69)
» Creating a Modification / RNI / Continuing Review / Study Closure (70-75)

W TEMPLE

s UNIVERSITY"




What is the IRB?

An Institutional Review Board (IRB), is a committee that has
been formally designated to approve, monitor, and review
biomedical and behavioral research involving human subjects.

« #1 Priority: Protect subjects from physical, psychological, or
status/financial harm

« Even retrospective chart reviews carry risks: invasion of privacy; confidentiality
breach

« #2 Priority: Protect Temple’s research program
» Federal penalties, less funding, damage to Temple’s image
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Human subjects research (HSR)

« A systematic investigation—designed to develop/contribute to
generalizable knowledge—involving living individuals about whom an
investigator conducting research obtains: 1. Identifiable private information
or 2. Data through intervention or interaction with the individual.

* |f a project is Human Subjects Research, it must be reviewed/approved by
the IRB.
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So your protocol is Human Subjects
Research...
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Submit to the IRB to be reviewed as
follows...

« Exempt: A designated reviewer determines that the research is exempt
from certain rules and regulations.

 The IRB must review the initial protocol and modifications that may change the
category.

« Use the Minimal Risk protocol and consent templates.

» Expedited: A designated reviewer approves the research initially, annually
(in some cases), and any modifications.
* Does not mean faster.
« Use the Minimal Risk protocol and consent templates.

 Full Board: A fully convened IRB committee reviews the research initially,
annually (at minimum), and any modifications.
* For research that doesn't fit into the above categories or is greater than minimal risk.
» Use the Main protocol and informed consent templates. T TEMPLE
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Exempt, Expedited, and Full Board...

« Cannot begin before the IRB approves the research.

« The IRB will stamp the consent form(s), and those are the ones that
should be used.

« Stamped consents can be found in the Attachments tab for every approved
submission in which a consent was submitted.

« Changes to the study (recruitment methods, data collection/storage, N,
tasks, personnel, etc.) should be submitted as Modifications.

* Problems (over-enrollment, unsigned consent, protocol deviation,
confidentiality breach, adverse event, etc.) need to be reported to the IRB.
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Exempt 4. Retrospective vs prospective
chart reviews

» Retrospective = exists at the time that the IRB receives the submission.
» Waiver of consent and HIPAA authorization is fairly simple.
» Use the IRB’s Chart Review Protocol Template.

* Prospective = exists after the time that the IRB receives the submission.
» Waiver of consent or HIPAA authorization may not be granted.

» Collecting patient follow-up data that extends beyond the date of submission
introduces a prospective element to the study.

« The Chart Review Protocol Template may still apply, but if waivers of consent and
HIPAA aren’t sought / granted, the Minimal Risk Protocol Template is preferred.
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Prospective studies that are not chart
reviews

 Minimal Risk studies
« Examples include blood draws, MRI, some behavioral interventions

* Greater than Minimal Risk studies

« Examples include drug/device trials, experimental surgeries, surveys / interviews of
incriminating behavior

« Randomized trial of two SOC procedures / drugs
» Can still be greater than minimal risk
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A couple of notes...
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Funding matters

* Federally-funded studies:
« May require Single IRB.
* Require additional language in the consent.
» Consult with the IRB prior to submitting the protocol (and grant if multi-site).

* Industry-initiated studies:

* Must be reviewed by WIRB, but will be submitted to the Temple IRB prior to WIRB
review.

* Must include the WIRB Initial Submission Form in the submission to the Temple IRB.
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Know who can be the PI!

* Only fulltime faculty members can be the PI, unless a special Pl Exception

form is signed by your dean and the Vice President for Research (Michele
Masucci).

* |f you are not fulltime faculty and don’t have that form, make sure you are
not listed as the PI.

« Even if the study is your idea, and you're doing the vast majority of work.

* |f you assign the wrong PI, reach out to the IRB.
» Only the IRB staff can change the PI for a created study.
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CITI training

» Be sure to affiliate with Temple University, not Temple Hospital
« Easiest way is signing in via the IRB website linked on previous slide

« Two required courses:
 Biomedical Research or Social/Behavioral Research — takes ~1-4 hours
* Practice Runs Training — 1 module, takes ~5 minutes

* Does not need to be completed prior to submitting to the IRB but...

* Needs to be completed by everyone on the study before the IRB will
approve the study

W TEMPLE

s UNIVERSITY"




General IRB tips

* When planning, give at least 2 months for a submission to be approved.
* The first review can take up to a month and there may be Mods Required.
« Check in with a coordinator if you haven’t heard from us after a month.

« Read HRP-070, -071, -802, and -803.

e https://research.temple.edu/research-compliance/institutional-review-board-irb/irb-forms-standard-operating-procedures

« An hour of checking your work can save weeks in time-to-approval.
* The IRB approves and stamps all consents forms and consent scripts.

« Use ERA as your repository for clean protocols, consents, and recruitment
materials

« That way you are always using / modifying the approved documents.
* |f you have questions, reach out to a coordinator.

* https://research.temple.edu/research-compliance/meet-our-staff#IRB
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https://research.temple.edu/research-compliance/institutional-review-board-irb/irb-forms-standard-operating-procedures
https://research.temple.edu/research-compliance/meet-our-staff#IRB

Submitting to the IRB: Basics

« CITI training

» First time: research.temple.edu > Research Compliance > Institutional Review Board
(IRB) > IRB Trainings and Resources
* https://research.temple.edu/research-compliance/institutional-review-board-irb/irb-trainings-and-resources

* Subsequent Visits: citiprogram.org

* IRB template documents

* research.temple.edu > Research Compliance > Institutional Review Board (IRB) >
Investigator Quick Links
* https://research.temple.edu/research-compliance/institutional-review-board-irb/investigator-quick-links

* ERA (the website that submissions to and communications from the IRB occur)

« era.temple.edu
« User guide at research.temple.edu > ERA > Training Tutorials & Documentation
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https://research.temple.edu/research-compliance/institutional-review-board-irb/irb-trainings-and-resources
http://www.citiprogram.org/
https://research.temple.edu/research-compliance/institutional-review-board-irb/investigator-quick-links
https://www.temple.edu/research/researchadmin/era/era_login.asp

Protocol and consent templates

 Download the Word docs from the website.
* Don'’t leave in the instructional language.

« The IRB focuses on the abstract, title, investigator, and study design

 Particularly: timing, inclusion/exclusion, what data will be accessed / collected,
privacy & confidentiality, recruitment, study methods, and consent methods

« Make sure the IRB knows what you’re doing, why you're doing it, and can
grant a waiver of HIPAA authorization (consult HRP-428 for the
requirements) if doing a retrospective chart review.

o TO the Web3|te| (https://research.temple.edu/research-compliance/institutional-review-board-irb/investigator-quick-links)
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https://research.temple.edu/research-compliance/institutional-review-board-irb/investigator-quick-links

RB document pages; look under “IN THIS SECTION”

@ research.temple.edu/research-compliance/institutional-review-board-irb e W

Cherry&White [ SMARTIRE (®e) IREx IRE Forms & SOP @ IRE Forum Definitely Real Boo...

COVID-19 INFORMATION: THE LATEST ABOUT HOW TEMPLE IS SAFEGUARDING OUR COMMUNITY.
Read More

TEMPLE UNIVERSITY o

Ofﬂ C e Of R e S ea rC h TEMPLE INFOREADY =~ RESEARCH LISTSERVS ~ TU LAUNCHPAD  TUVENTURES = AMBLER FIELD STATION CONTACT US

OVPR UPDATES RESEARCH ADMINISTRATION RESEARCH COMPLIANCE INNOVATION ERA

Home > Research Compliance » Institutional Review Board (IRB)

IN THIS SECTION
INSTITUTIONAL REVIEW BOARD > Work Environment

» Export Control

The mission of Temple University’s Human Research Protection Program (HRPP) is to protect the » Conflict of Interest
rights, dignity, and welfare of human subjects who participate in the research programs of the Temple » Institutional Animal Care & Use Committee
System. Specifically, the HRPP has authority over all human subjects research conducted using any (IACUQ)

property or facility of Temple and under the direction of any employee, student, or agent of Temple.
This authority extends to Temple University Hospital System employees, who must submit human
subjects research to HRPP.

» Responsible Conduct of Research (RCR)
» Institutional Review Board (IRB)

» IRB Guidance on Human Subjects Protections
» Human subjects research is reviewed via three methods: a convened IRB; expedited review; or Considerations Related to COVID-19

exempt review. Note that the determination for exemption is made by HRPP, not the | } Ouick Link
investigator, and therefore must always be submitted formally. ﬁ » Investigator Quick Links

» IRB Forms & Standard Operating Procedures

» The HRPP supports Temple's dedication to excellence in research by promoting the ethicaﬂ » FAQs | Institutional Review Board

principles of respect for persons, beneficence, and justice as discussed in The Belmont IRB Traini 4R
Report. Investigators have ethical and Institutional responsibilities in conducting human ﬁ ’ fainings and resources
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Protocol and consent tips

* Provide Word docs and tracked changes in Word (if a response)

Be consistent across all study documents.
 Participant duration, N, if identifiers are linked to data via a key, etc.

« Don'’t describe durations with dates, use months / weeks / years.
« Bad: Recruitment completed by December 2019.
« Good: Recruitment completed 3 months after IRB approval.

* If recording (video or audio), it must be in the consent.

« Minimal risk research usually does not require signed consent.

+ If you need signed consent (research with minors, HIPAA, etc.), the signature blocks are in the
Main Informed Consent Template.

* Only include the consent summary if the study is federally funded and the
consent body is longer than 4 pages.

« Double-check you're using the approved document as the base for any
Modifications.

* Unless you are accessing medical records, you do not need HIPAA Authorization.
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Chart review protocol template

 Don'’t leave in the instructional language
* When possible, use the methodology provided in the table (section 8d)

« The IRB focuses on the abstract, title, investigator, and study design
(particularly timing, inclusion/exclusion, what will be accessed, and privacy
& confidentiality)

* Make sure the IRB knows what you're doing, why you're doing it, and can
grant a waiver of HIPAA authorization (consult HRP-428 for the
requirements)

o TO the WebS|te| (https://research.temple.edu/research-compliance/institutional-review-board-irb/investigator-quick-links)



https://research.temple.edu/research-compliance/institutional-review-board-irb/investigator-quick-links

ERA

 ERA is the portal through which Investigators and the IRB communicate
(submissions and responses) officially.

 The IRB / ERA User Guide is helpful and has screen shots, but you will
waste time and effort if you don'’t use the table of contents.
e https://www.temple.edu/research/researchadmin/era/era login.asp

 era.temple.edu > sign in > My Human Subjects

» Before going to the website, some tips.
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https://www.temple.edu/research/researchadmin/era/era_login.asp

ERA tips

« Make sure that you're in My Human Subjects, not My Proposals.
* Only full-time faculty can be the PI.

« The 3" prompt will ask for the PI, but will automatically have your name in it. Change
to the correct PI.

* Immediately add the Application for Human Research (see User Guide
pages 13-15).
* Immediately add yourself to the Application for Human Research (eForm).
* If you don’t you won't be able to access the record in the future.

* When all documents (minimum eForm and protocol) are uploaded, click
submit, | agree, and continue.
» Ensure it says “Electronic Submission Pending” on the Submissions page.
« Emails are generally sent to your / your PlI's @temple.edu address.

* The Department Head needs to be in the approval route for initial subs.
« If your Pl is the DH, then add the Dean.

« Upload docs via “Add” button, Not the Attachments tab.
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Screenshot notes

* This is not a 1 slide, 1 click format. There are some gaps and some steps
that are combined within 1 screenshot.

* Pop-up windows that are in the screenshot will not exist until a button (like
“Add”) on the main page is clicked.

* The pop-ups may appear in a different part of the screen or not be fully
visible as they are in the screenshots.

» Use the red arrows to denote the button/clicking sequence.
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My Human Subjects > Create New

< C @& ecra.temple.edu/WebPortal/Queue.asp?Stat=0Open&Unique_ID=BE064E26C3F95877E040&isDelegate=1

2 Apps @ Cherry&White [ SMARTIRB e IREx IRB Forms & SOP @ IRB Podcast Definitely Real Boo...
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MAKE SURE TO SELECT THE RIGHT PI

Your name will show up automatically, delete and search for Pl if it's not you

< C @& eratemple.edu/WebPortal/Queue.asp?Stat=Open&Unique_ID=BE064E26C3FI5877E040&isDelegate=1

5 Apps @ Cherry&White

TEMPLE

UNIVERSITY
Office of the Vice President

[ SMARTIRE (ee) [REx IRE Forms & S0P @ IRE Podcast Definitely Real Boo...

Logged in User: DAVID COMALLI

e Find Funding

~

for Research
g¢ 2] Lo Records found: 0. Disf
Exit Help Portal

|H',r Proposals and Awards

|H',r Conflict of Interests
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lﬁ Create New
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ﬁ Select PI

Select PI - Google Chrome EM
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Protocol Creation Close | Continue

Institution Mumber
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Title
My example protocol for the talk that I'm giving right now
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CHOLERA 12C, KRUNAL - 908669673 - RESEARCH: EXECUTIVE LEADERSHIP (24010)
CHOLERA 12C, KRUNAL - 908569673 - TUSM: TCRI (05000

Order By | Assigned




Click Continue and be directed to the Initial Submission

< C @& eratemple.edu/WebPortal/Queue.asp?Stat=Open&Unique_ID=BE064E26C3FI5877E040&isDelegate=1
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Add documents by clicking the “Add” button

8 eratemple.edu/EnableWeb/Compliance/SubmissionDetail.2
Record Number My example protocol for the talk that I'm giving right now JgL. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010} Edit Mode

Dane Save

Change Project Info

Submissions (1) Linkages Summar s Attachmenis Communications Approved Docs

Home = Submissions = Initial Submission

Submission Init 3l Submission Submission Number: 26289-0001 Created on: 07-Nov-2019  Status: Under Development
Reviews
Add . —
IC Checkiist ; . . € Add Compenents - Google Chrome O X
No Forms have been associated with this submission. ) - - - - - - - )
Codicils 8 eratemple.edu/Protocol/popUpGetAddComponent.asp?ObjectlD /FBBESESSB12A3E0S AS7C3&Submis...

Communications

Personnel (1)
Departments (1) Upload Close
Centers / Programs Upload new document
Locations Name | |
Attachments Location Choose File | No file chosen
Category | Attachment r |

Status History (1)

Document ID | |

Assignments
Document Version Number| |

Document Version Date |

Add Initial Submission Components Add
Form Name Type Add
Application for Classroom Projects Conditional Use

Application for Human Research Conditional Use b




Always create the Application for Human Research eForm first

8 eratemple.edu/EnableWeb/Compliance/SubmissionDetail.2

Record Number My example protocol for the talk that I'm giving right now JgL. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010} Edit Mode
Dane Save Change Project Info

Submissions (1) Linkages Summaries Attachmenis Communications Approved Docs

Home = Submissions = Initial Submission » Submission

Submission Initial Submission Submission Number: 26289-0001 Created on: 07-Mov-2019  Status: Under Development
Reviews
Add . —
IC Checkiist ; . . € Add Compenents - Google Chrome O X
No Forms have been associated with this submission. ) - - - - - - - )
Codicils 8 eratemple.edu/Protocol/popUpGetAddComponent.asp?ObjectlD /FBBESESSB12A3E0S AS7C3&Submis...

Communications

Personnel (1)
Departments (1) Upload Close
Centers / Programs Upload new document
Locations Name | |
Attachments Location Choose File | No file chosen
Category | Attachment r |

Status History (1)

Document ID | |

Assignments
Document Version Number| |

Document Version Date |

Add Initial Submission Components Add
Form Name Type Add
Application for Classroom Projects Conditional Use

Application for Human Research Conditional Use v _




Click the lower “Add” button to add the eForm

8 eratemple.edu/EnableWeb/Compliance/SubmissionDetail.2

Record Number My example protocol for the talk that I'm giving right now JgL. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010} Edit Mode
Dane Save Change Project Info

Submissions (1) Linkages Summaries Attachmenis Communications Approved Docs

Home = Submissions = Initial Submission » Submission

Submission Initial Submission Submission Number: 26289-0001 Created on: 07-Mov-2019  Status: Under Development
Reviews
Add . —
IC Checkiist ; . . € Add Compenents - Google Chrome O X
No Forms have been associated with this submission. ) - - - - - - - )
Codicils 8 eratemple.edu/Protocol/popUpGetAddComponent.asp?ObjectlD /FBBESESSB12A3E0S AS7C3&Submis...

Communications

Personnel (1)
Departments (1) Upload Close
Centers / Programs Upload new document
Locations Name | |
Attachments Location Choose File | No file chosen
Category | Attachment r |

Status History (1)

Document ID | |

Assignments
Document Version Number| |

Document Version Date |

Add Initial Submission Components Add
Form Name Type Add
Application for Classroom Projects Conditional Use

Application for Human Research Conditional Use b




Open the eForm

era.temple.edu/EnableWeb/Compliance/Submission Detail.aspx?ProjID=86C7FBEEE59712A3 :2.'15355'1.'1:'1.?:'—-:-].@ https://eratemple.edu/ComplianceNet/SharedSystems/EForms/Ferm.aspx?ObjectForm|d=ED5031C8-E048-4283-9A81-TOC334FBF1278recordid - O x|
mple.edu/EnableWeb/Compliance/SubmissionDetail.aspx?ProjID=36CTF8BBE59712A3E0538) §  era.temple.edu/ComplianceNet/SharedSystems/EForms/Form.aspx?ObjectFormld=EDS031C8-E648-42B3-9A81-70C334FBF1 278urecordid=98912219...  pionDetail
Record Number My example protocol for 1 Phone and Email - m Human Subjects
26239 DAVID COMALLI - RESEARC Edit Mode
v e Address (Street, City, State/Province, Postal Code, Country): - -
HE 2 Change Project Info

n Save
Submissions (3) Linkages Summaries Attachments (11) Communical £ —
Table of

cu"benb € Selectvalue - Google Chrome = O *

% Form Hist

Home > Submissions » Initial Submission » Submission Research Personnel - (Those involved in the design, conduct, or ref

# eratemple.edu/PopUpSelectProg.asp?Parameter =Personnel&UseCustom=1&ReturnFu...

¥ Personnel - Review Add

Personnel Listing Select || Close
Submission & o Name
Print COMALLI, DAVID
Reviews (1) Primary Investigator Start Date(IRB Office Use  |kendrick|
IC Checkist Document/Form Add 4 07-Nov-2019
Codicilsﬁ Application for Human Research Certifications
Certification Begin

Communications CITI - IRB Member 20-Aug-2018
Personnel (1) CITI - HIPS - Clinical Investigators 09-Sep-2016)

CITI - Biomedical Research 30-Aug-2018)
Departments (1) CITI - Social/Behavioral Research 26-Aug-2016
Centers / Programs CITI - Students conducting minimal risk research 28-Aug-2018

CITI - Practice Runs Training 24-May-2019
Locations
Attachments (7) * Interpersonal contact or communication with subjects, or accy
Status History (4) * Involved in the consent process? [MYes I No
Assignments * Does this person have a financial interest related to the resea_

Plzase list and provide one each of the following documents (if applicable to your study): [




Add all research personnel, especially yourself (if you're not the Pl)

era.temple.edu/EnableWeb/Compliance/Submission Detail.aspx?ProjID=86C7FBEEE59712A3 ::::5555'::::'::::-—5'{@' https://eratemple.edu/ComplianceNet/SharedSystems/EForms/Ferm.aspx?ObjectForm|d=ED5031C8-E048-4283-9A81-TOC334FBF1278recordid - O x|
mple.edu/EnableWeb/Compliance/SubmissionDetail.aspx?ProjID=36CTF8BBE59712A3E0538) §  era.temple.edu/ComplianceNet/SharedSystems/EForms/Form.aspx?ObjectFormld=EDS031C8-E648-42B3-9A81-70C334FBF1 278urecordid=98912219...  pionDetail
Record Number My example protocol for1 Phone and Email m Human Subjects
26289 DAVID COMALLI - RESEARC Edit Mode

el [Keas Address (Street, City, Wtate/Province, Postal Code, Country):

Change Project Info

n Save
Table of

Submissions (3) Linkages Summaries Attachments (11) Communical

cu"benb € Selectvalue - Google Chrome = O *
Home > Submissions » Initial Submission » Submission __ |IResearch Personnel - se involved in the design, conduct, or ref

fii! Quest Hist , # eratemple.edu/PopUpSelectProg.asp?Parameter =Personnel&UseCustom=1&ReturnFu...

¥ Personnel - Review Add
% Form Hist j
Personnel Listing Select || Close
Submission & o ame
Print COMALLI, DAVID
Reviews (1) Primary Investigator Start Date(IRB Office Use  |kendrick|
IC Checkist Document/Form Add 4 07-Nov-2019
o Application for Human Research Certifications
Certification Begin
Communications CITI - IRB Member 30-Aug-2018
Personnel (1) CITI - HIPS - Clinical Investigators 09-Sep-2016)
CITI - Biomedical Research 30-Aug-2018)
Departments (1) CITI - Social/Behavioral Research 26-Aug-2016
Centers / Programs CITI - Students conducting minimal risk research 28-Aug-2018
CITI - Practice Runs Training 24-May-2019
Locations
Attachments (7) * Interpersonal contact or communication with subjects, or accy
Status History (4) * Involved in the consent process? [MYes I No
Assignments * Does this person have a financial interest related to the reseel
Plzase list and provide one each of the following documents (if applicable to your study): [




Start typing the last name of the person you're adding and click their name

era.temple.edu/EnableWeb/Compliance/Submission Detail.aspx?ProjID=86C7FBEEE59712A3 ::::5555'::::'::::-—5'{@' https://eratemple.edu/ComplianceNet/SharedSystems/EForms/Ferm.aspx?ObjectForm|d=ED5031C8-E048-4283-9A81-TOC334FBF1278recordid - O x|
mple.edu/EnableWeb/Compliance/SubmissionDetail.aspx?ProjID=36CTF8BBE59712A3E0538) §  era.temple.edu/ComplianceNet/SharedSystems/EForms/Form.aspx?ObjectFormld=EDS031C8-E648-42B3-9A81-70C334FBF1 278urecordid=98912219...  pionDetail
Record Number My example protocol for1 Phone and Email m Human Subjects
26289 DAVID COMALLI - RESEARC Edit Mode

el [Keas Address (Street, City, State/Province, Postal Code, Country):

Change Project Info

n Save
Table of

Submissions (3) Linkages Summaries Attachments (11) Communical

cu"benb € Selectvalue - Google Chrome = O *
Home > Submissions » Initial Submission » Submission __ [IResearch Personnel - (Those involved in the design, conduct, or reg

fii! Quest Hist , # eratemple.edu/PopUpSelectProg.asp?Parameter =Personnel&UseCustom=1&ReturnFu...

¥ Personnel - Review Add
% Form Hist j
Personnel Listing Select || Close
Submission & o ame
Print COMALLI, DAVID
Reviews (1) Primary Investigator Start Date(IRB Office Use  |kendrick|
IC Checkist Document/Form Add 4 07-Nov-2019
o Application for Human Research Certifications
Certification Begin
Communications CITI - IRB Member 30-Aug-2018
Personnel (1) CITI - HIPS - Clinical Investigators 09-Sep-2016)
CITI - Biomedical Research 30-Aug-2018)
Departments (1) CITI - Social/Behavioral Research 26-Aug-2016
Centers / Programs CITI - Students conducting minimal risk research 28-Aug-2018
CITI - Practice Runs Training 24-May-2019
Locations
Attachments (7) * Interpersonal contact or communication with subjects, or accy
Status History (4) * Involved in the consent process? [MYes I No
Assignments * Does this person have a financial interest related to the reseel
Plzase list and provide one each of the following documents (if applicable to your study): [




Click “Select” button; continue adding personnel and then complete the eForm

b/Compliance/SubmissionDetail.zspxiProjlD=96C7FEBBES9T12A3

:555'::151:::'”-:_{5 https://era.temple.edu/ComplianceMet/SharedSystems/EF orms/Form.aspx?ObjectForm|d=ED5031C8-E648-42B3-9A81-70C334FBF 127 &recordid =98912...  — O X

emple.edu/EnableWeb/Compliance/SubmissionDetail.aspx?ProjiD=36C7F8BBESIT12A3E0538) g oratemple.edu/ComplianceNet/SharedSystems/EForms/Form.aspx?ObjectFormld=ED5031C8-E648-42B3-9A81-70C334FBF 1278urecordid=98912219...  plonDetail

Ph d Email: o .
Record Number My example protocol for 1 one and =mal m Human Subjects

26280 DAVID COMALLI - RESEARC Edit Mode

none | [ save Address (Street, City, State/Province, Postal Code, Country):

Charge Project Info

Submissions (3) Linkages Summaries Aftachments (11) Communical

Table of

Contents @ Select value - Google Chrome - O X

E Form Hist

Home > Submissions » Initial Submission > Submission Research Personnel - (Those involved in the design, conduct, or reg

# eratemple.edu/PopUpSelectProg.asp?Parameter=Personnel&UseCustom=1 urnFu...
¥ Personnel - Review Add

Personnel Listing Select || Close
Submission  Inifal Submission [t ey Name
Print COMALLI, DAVID
Reviews (1) Primary Investigator Start Date(IRB Office Us¢ |KENDRICK, ZEBULON - 901293793 - HSC PROVOST (27500)|
IC Checkist Document/Form Add 4 07-Moy-2010
— Application for Human Research Certifications
Certification Begin

Communications CITI - IRB Member 30-Aug-2018
Personnel (1) CITI - HIPS - Clinical Investigators 09-Sep-2016)

CITI - Biomedical Research 30-Aug-2018
Departments (1) CITI - Social/Behavioral Research 26-Aug-2016
Centers / Programs CITI - Students conducting minimal risk research 28-Aug-2018

CITI - Practice Runs Training 24-May-2019
Locations
Attachments (7) * Interpersonal contact or communication with subjects, or acce
Status History (4) * Involved in the consent process? ™yes Ono
Assignments * Does this person have a financial interest related to the reseel

Please list and provide one each of the following documents (if applicable to your study):




'EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7F8BSES9712A3E0538510600A57C3&0bjectD=96C7F8BSES9612 ASEQS3B510600A57C3&Page=SubmissionDetail

Record Number
26289

Save

Done

Submissions (3)

Home » Submissions » Initial Submission » Submission

Submission
Reviews (1)

IC Checklist
Codicils
Communications
Personnel (2)
Departments (1)
Centers [ Programs
Locations
Attachments (7)
Status History (4)

Assignments

ance/SubmissionDetail. aspx

Add additional study documents by clicking the “Add” button

*Proiid=06CTESBAES0T12A3E053B510600

ASTCA&0bjectiD=96CTFABAESIE12A3E053B510600A5TC3&Page=SubmissionDetail - Geegle Chrome

My example protocol f
DAVID COMALLI - RESE#

Linkages Summares Afttachments (11) Commu

Initial Submissic |

Document/Form Add

Application for Human Research

€ add Compenents - Google Chrome

O

x

# eratemple.edu/Protocol/popUpGetAddComponent.asp?ObjectiD=96C7FEBBES9B12A3E053B510600A57C38Submis...

Please click 'Close’ to complete the upload of your documents.

Upload

Upload

Close

Would you like to upload a new ® document version of an existing document

Upload new document

Name |FI‘_.‘B|‘| |

Choose File Poster for put...t places.docx

Location

Category | Attachment M |

Document ID | |

Document Version Number| |

Document Version Date |

Add Initial Submission Components

Type

Conditional Use

Form Name

Application for Classroom Projects

Add

Add

m Human Subjects
Edit Mode

Change Project Info

'89-0001 Created on: 07-Nov-2019  Status: Under Development

(Route History) Submit

Remove




Click “Choose File” and find the document

Compliance/SubmissionDetail.aspxiProjid=96CTFEBAES9T12A3E053E

'EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7F8BEES9712A3E0538510600A57C3&0bjectlD=96C7FEBSES9612 ASEN53B510600A57C3 & Page=SubmissionDetail

IE053E5106004

ASTC380bjectlD=96CTFBERE39B12A3E053B510600A57C3 & Page=5ubmissionDetail - Google Chrome

Record Number
26289

My example protocol f
DAVID COMALLI - RESEJ
Daone Save

Summaries Commu

Submissions (3)

Linkages Aftachments (11)

Home » Submissions » Initial Submission » Submission

 Inital Submission

Submission

Reviews (1)

IC Checklist Document/Form Add
Application for Human Research

Codicils

Communications
Personnel (2)
Departments (1)
Centers / Programs
Locations

Attachments (7)

Status History (4)

€ add Compenents - Google Chrome

= O

*

# eratemple.edu/Protocol/popUpGetAddComponent.asp?ObjectiD=96C7FEBEBES9B 12A3E053B510600A57C3&Submis...

Please click 'Close’ to complete the upload of your documents.

Upload

Upload

Close

Would you like to upload a new ® document version of an existing document

Upload new document

Name |Flyed |

Location qcmase File Poster for put...t places.docx

| Attachment ¥ |

Category

Document ID | |

Document Version Number| |

Document Version Date |

Add Initial Submission Components

Form Name Type

Application for Classroom Projects Conditional Use

Add

Add

_m Human Subjects
Edit Mode

Change Project Info

'89-0001 Created on: 07-Nov-2019  Status: Under Development

(Route History) Submit

Remove

Assignments



“Name” should be succinct and informative; It's what the IRB will see

du/EnableWeb/Compliance/SubmissionDetail. aspx?Projid=96CTFEBBE3AT12A3E0536510600A57C3 &0bject| D=96CTF8BBE30B12A3E053B510600A57C3 8 Page=SubmissionDetail - Google Chrome

'EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7F8BEES9712A3E0538510600A57C3&0bjectlD=96C7FEBSES9612 ASEN53B510600A57C3 & Page=SubmissionDetail

Add C ts - Google Ch - O X
Record Number My example protocol f ¢ e ,m Human Subjects
26289 DAVID COMALLI - Resgl @ eratemple.edu/Protocol/popUpGetAddComponent.asp?ObjectiD=96C7F8B8E59B12A3E0536510600A57C3&5ubmis... Edit Mode
Dane Save Change Project Info

Upload Upload | | Close

Home » Submissions » Initial Submission » Submission

Would you like to upload a new ® document version of an existing document

Submissions (3) Linkages Summaries Attachments (11) Commu Please click 'Close’ to complete the upload of your documents.

Submission W Upload new document 390001 Created on: 07-Nov-2010  Status: Under Development
Reviews (1) Name |Flyer | _

Document/Form Add Location Chogse File | Poster for put...t places.docx (Route History) Submit

IC Checklist

Application for Human Research Category | Attachment v Remove

Codicils

Document ID | |

Communications Document Version Number| |

Personnel (2) Document Version Date |

Departments (1)

Centers / Programs Add Initial Submission Components Add
Locations Form Mame Type Add
Application for Classroom Projects Conditional Use

Attachments (7)

Status History (4)

Assignments
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Click “Submit” when all documents are uploaded; Note it's not actually submitted yet
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After the attestation, inspect the approval route and click submit; Make sure the Dept.
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Status will change from “Under Development” to “Electronic Submission Pending” once
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Look at the approval route and click “Continue”
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IRB #:26289

Principal Inwvestigator: DAVID COMALLI

Department RESEARCH: EXECUTIVE LEADERSHIP (24010)

Title:My example protocol for the talk that I'm giving right now

SponsorNO EXTERNAL SPONSOR

Your approval is required for this submission.

Click here for a short version of instructions on how to review this submission.

To add your review, click here Reviewer Dashboard —

To review the entire submission, click here Open Submission Package

If you have guestions about the approval process, please contact the IRB Office at (215) 707-3380.



1ging,/Reviewltem.asp?RoutedSteplD=96D9139C670A3BE0EOS3E5 10600A6296

G @ Caw  ffs IBX health reward

—

FHHSo®

You may need to sign into ERA

‘ﬁ. Internaticnal | WIRE Form ERA Test ERA Dev

Human Subject Protocol - Modifications Required 1o Secure Approval

Number: 262388

Title: My example protocol for the talk that I'm giving right now

Sponsor: NO EXTERNAL SPOMNSOR
Submitted: 03-Mov-2019 11:15:10 AM

: Click the “Review” tab

== WHO Training @8 Custom Device Exe...

Close

Comments | can see...

No Comments have been
recorded

Form/Document Document Type Submitted
Application for Human IRE Application 08-Mow-2019 11:15:10 AM FPDE
Research
Consent Clean 11.11.19 Attachment 08-Mov-2019 11:15:09 AM
Consent Tracked 11.11.18 Attachment 08-Mov-2015 11:15:09 AM
Flyer Attachment 08-Mov-2019 11:15:09 AM
hMedical Record Abstraction Attachment 08-Mov-2015 11:15:09 AM
Sheet
Protocol FProtocol 08-Mov-2015 11:15:09 AM
Recruitment email Attachment 08-Mov-2019 11:15:09 AM
Survey Attachment 08-Mov-2015 11:15:09 AM

Add Comments:

To be shared with everyong

B | T U | =|=|le||A|T

Select a decision:

Acknowledge

Pl Clarification



1ging/Reviewltem.asp?RoutedSteplD=9609139C670ASB0OEOSSBS5 10600A6296

G @ caw

@l |BX health reward

FHacoH

Review documents by clicking on them

ﬁ International | WIRE Form

Human Subject P@tocol - Modifications Reqguired o Secure Approval

Number: 26225

ERA Test ERA Dev

Title: My examplef@rotocol for the talk that I'm giving right now

Sponsor: MO EXEERMAL SPOMNSOR
Submitted:; 08- 2019 111510 AM

F Document

Application for Human
Research

Document Type
IRE Application

= WHO Training @4 Custom Device Exe...

Submitted
08-Mowv-2015 11:15:10 AM

Consent Clean 11.11.19 Attachment 08-Mov-2019 11:15:09 AM
Consent Tracked 11.11.19 Attachment 08-Mov-2019 11:15:09 AM
FElyer Attachment 08-Mow-201%9 11:15:09 AM
Medical Record Abstraction Attachment 08-Mov-2019 11:15:09 AM
Sheet

Protocol Protocol 08-Mov-2019 11:15:09 AM
Recruiiment email Attachment 08-Mowv-2015 11:15:09 AM
Survey Attachment 08-Mow-2019 11:15:09 AM

Add Comments:

To be shared with everyons

B (T (U ||:==|i=|(e2|]| A

Select a decision:

Acknowledge

Pl Clarification

Close

Comments | can see...

No Comments have been
recorded



If you notice an error, you can stop the approval route (so the error can be fixed) by
adding a Comment and clicking “Pl Clarification”; Re-submit after fix(es)

1ging,/Reviewltem.asp?RoutedSteplD=96D9139C670A3BE0EOS3E5 10600A6296

€] @ Camw @l |BX health reward ‘ﬁ International |:| WIRE Form ERA Test ERA Dev =m WHO Training {88 Custom Device Exe..

Close

Human Subject Protocol - Modifications Required 1o Secure Approval

Number: 262388
Title: My example protocol for the talk that I'm giving right now
3 Sponsor: NO EXTERNAL SPONSOR g%gg:é"mm have been

Submitted: 08-Mov-201% 11:15:10 Al

Comments | can see...

Form/Document Document Type Submitted
A Application for Human IRE Application 08-Mow-2019 11:15:10 AM FPDE
Research
E Consent Clean 11.11.19 Attachment 08-Mowv-2019 11:15:09 AM
3 Consent Tracked 11.11.18 Attachment 08-Mowv-2015 11:15:09 AM
bl i Flyer Attachment 08-Mov-2019 11:15:09 AM
E hMedical Record Abstraction Attachment 08-Mov-2015 11:15:09 AM
Sheet
Protocol FProtocol 08-Mowv-2015 11:15:09 AM
Recruiiment email Attachment 08-Mov-2019 11:15:09 AM
Survey Attachment 08-Mov-2015 11:15:09 AM

Add Comments: o
Select a decision:

To be shared with everyong
Acknowledge

Pl Clarification _

B (T (U ||:==|i=|(=||A|T



If the contents are acceptable, click “Acknowledge™ and agree to the subsequent
attestation

1ging,/Reviewltem.asp?RoutedSteplD=96D9139C670A3BE0EOS3E5 10600A6296

€] 6 Camw @l |BX health reward ‘ﬁ. International |:| WIRE Form ERA Test ERA Dev =m WHO Training {88 Custom Device Exe..

Close
Human Subject Protocol - Modifications Required 1o Secure Approval

Number: 262388
Title: My example protocol for the talk that I'm giving right now
3 Sponsor: NO EXTERNAL SPONSOR 1%5;’:{;"&”15 have been

Submitted: 03-Mov-2019 11:15:10 AM

Comments | can see...

Form/Document Document Type Submitted
A Application for Human IRE Application 08-Mow-2019 11:15:10 AM FPDE
Research
E Consent Clean 11.11.19 Attachment 08-Mowv-2019 11:15:09 AM
1':} Consent Tracked 11.11.18 Attachment 08-Mov-2015 11:15:09 AM
bl i Flyer Attachment 08-Mov-2019 11:15:09 AM
E hMedical Record Abstraction Attachment 08-Mov-2015 11:15:09 AM
Sheet
Protocol FProtocol 08-Mov-2015 11:15:09 AM
Recruitment email Attachment 08-Mov-2019 11:15:09 AM
Survey Attachment 08-Mov-2015 11:15:09 AM

Add Comments: o
Select a decision:

To be shared with everyong

—— = Acknowiedge —
B | T (U || i=(:=|ea||A

Pl Clarification



Status can be viewed on the “Submissions” page as well; “Under Development” means
not submitted

 eduy/EnableWeb/Compliance/Submissions.aspx? Projid=96CTFBEAESST 1 2A3E0538510600A57 C3&Page=5ubmissions - Goegle Chrome
u/EnableWeb/Compliance/Submissions.aspx?Projid=96C7F8BEESS7 12A3E053B510600A57C38Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010) (NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

‘Submissions (5) Linkages Summaries Attachments (20) Communications (6) Approved Docs

Home  » Submissions

Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | Date To | Access Log

Close Protocol 26289-0005 08-Nov-2019 08-Mov-2019 A Electronic Submission Pending A A A Log Delete

Modification 262890003 08-Nov-2019 08-Mov-2019 fA Workdflow Step 2 (Prep for Review) A A A Log Delete

Inifial Submission 26289-0001 08-Nov-2019 08-Noy-2019 fiA Modifications Required to Secure Approval | 08-Nov-2019 A A Log Delete
Modifications Reguired to Secure Approval 26289-0002 A A A Approved 12-Nov-2019 A A Log Delete

Reportable New Information 26280-0004 A /A A Under Development h NA A Log Delete




If something is “Electronic Submission Pending,” Then it's been submitted to—but not
brought into—the IRB

 eduy/EnableWeb/Compliance/Submissions.aspx? Projid=96CTFBEAESST 1 2A3E0538510600A57 C3&Page=5ubmissions - Goegle Chrome
u/EnableWeb/Compliance/Submissions.aspx?Projid=96C7F8BEESS7 12A3E053B510600A57C38Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010) (NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

‘Submissions (5) Linkages Summaries Attachments (20) Communications (6) Approved Docs

Home  » Submissions

Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | Date To | Access Log

Close Protocol 26289-0005 08-Nov-2019 08-Mov-2019 A Electronic Submission Pending h A A Log Delete

Modification 262890003 08-Nov-2019 08-Mov-2019 fA Workdflow Step 2 (Prep for Review) A A A Log Delete

Inifial Submission 26289-0001 08-Nov-2019 08-Noy-2019 fiA Modifications Required to Secure Approval | 08-Nov-2019 A A Log Delete
Modifications Reguired to Secure Approval 26289-0002 A A A Approved 12-Nov-2019 A A Log Delete

Reportable New Information 26280-0004 A /A A Under Development A A A Log Delete




At any time, click “Show Route” to see who has Acknowledged and been

Done Save

Submissions (14)

Linkages Summaries Attachments (68) Communications (40)

Approved Docs

notified

Change Project Info

Home » Submissions » Modification » Submission

Submission
Reviews

IC Checklist
Codicils
Communications
Personnel (5)
Departments (1)
Centers f Programs
Locations
Aftachments (1)
Status Histary (2)

Assignments (1)

Modification

Submission Number: 23074-0004 Created on: 30-5ep-2019 Status: Electronic Submission Pending

Document/Form Type Status ﬁ Show Route (Route Histery)
Modification of Approved Human Research Modification Completed PDF {Mandstory Form)
https:/feratemple.edu/messaging/showroute.asp?RoutelD=93C910AT0BFEE422E053B510600A36B 1 & Title=Off&bolM...  — O X
@ Temple University [US] | era.temple.edu/messaging/showroute.asp?RoutelD=93C916A

Medification of Final Review
Human
Research

Modification of Final Review
Human

Rezsearch

Modification of Final Review
Human

Research

Madification of Final Review
Human

Research

Medification of Final Review
Human

Research

Route Name Route Type Step Number/Name

Active Routing Progress
Open Full &

Submitted by DAVID COMALLI on behalf of DR. RYAN TIERNEY
Who Notified

Stzp 0 - Inserted Step DAVID COMALLI

Step 1 - Inserted Step DAVID COMALLI 01-Oct-2019 4:40:32 PM

Step 1 - PI Acknowledgement DFR. RYAMN TIERNEY

Step 3 - IRB Check-In: Received by IRE MRS. LASHAY COBB

IRE OFFICE

No comments have been recorded yet

23074 - DR. RYAN TIERNEY "Effect of Fatiguz on Concussion Ocular-Maotor Screening Assessmants”

Decision Insert Remove

# 30-5ep-2019 12:54:41 P Acknowledge -

Acknawledge

f*d




The date under “Notified” only reflects when a person was notified

Done Save Change Project Info

Submissions (14) Linkages Summaries Attachments (68) Communications (40) Approved Docs

Home » Submissions » Modification » Submission

Submission Modification Submission Number: 23074-0004 Created on: 30-Sep-2019  Status: Electronic Submission Pending
Reviews
IC Checkdist Document/Form Type Status Show Route (Route History)
hecklis

Maodification of Approved Human Research Modification Completed POF {Mandstory Form)
Codicils
Communications
Personnel (5)

https:/feratemple.edu/messaging/showroute.asp?RoutelD=93C916AT0BFEB422E053E5 1000 A 6B 1 & Title=Off&bolM...  — O X

Departments (1) _

@ Temple University [US] | eratemple.edu/messaging/showroute.asp?RoutelDB3C316AT0BFEE422E053B510600A36B1...

Centers f Programs
Active Routing Progress

Locations Open Full &
Attachments (1) 23074 - DR. RYAN TIERNEY "Effect of Fatigus on Concussion Ocula r Screening Assassmants”
) T Submitted by DAVID COMALLI on behalf of DR. RYANITIERNEY

Status History (2) Route Name Route Type Step Number/Name Who Notified Decision Insert Remove
Medification of Final Review Step 0 - Inserted Step DAVID COMALLT 4 30-5ep-2019 12:34:41 M

Assignments (1) Human o AcknMyledge
Research
Medification of Final Review Step 1 - Inserted Step DAVID COMALLT 01-0ct-2019 4:40:32 PM
Human E
Rezsearch
Modification of Final Review Step 1 - PI Acknowledgement DR. RYAN TIERNEY
Human E
Research

Medification of Final Review  Step 3 - IRE Check-In: Received by IRE MRS. LASHAY COBB

Human E

Research

Medification of Final Review IRB QFFICE
Human
Research

No comments have been recorded yet




They haven't acknowledged without the “Acknowledge - Acknowledge™ under “Decision”;
Hover over Ack — Ack to see (left hand, top corner) when the person Acknowledged

Done Save Change Project Info

Submissions (14) Linkages Summaries Attachments (68) Communications (40) Approved Docs

Home » Submissions » Modification » Submission

Submission Modification Submission Number: 23074-0004 Created on: 30-Sep-2019  Status: Electronic Submission Pending
Reviews
IC Checkdist Document/Form Type Status Show Route (Route History)
hecklis

Maodification of Approved Human Research Modification Completed POF {Mandstory Form)
Codicils
Communications
Personnel (5)

https:/feratemple.edu/messaging/showroute.asp?RoutelD=93C916AT0BFEB422E053B510600A36B 1 & Title=0ff&bolNg.  — O X

Departments (1)
@ Temple University [US] | eratemple.edu/messaging/showroute.asp?RoutelD=93C316A70BFEE422@53B510600A36E1...

Centers f Programs
Active Routing Progress

Locations Open Full &
232074 - DR. RYAN TIERNEY "Effect of Fatiguz on Concussion Ocular-Motor Scraening Assessm
Submitted by DAVID COMALLI on behalf of DR. RYAN TIERNEY
Status History (2) Route Name Route Type Step Number/Name Who Notified Decision Insert Remove

Medification of Final Review Step 0 - Inserted Step DAVID COMALLI 4 30-Sep-2019 12:34:41 PV Acknowledge -
Assignments (1) Human o Acknowledge

Research

Aftachments (1)

Medification of Final Review Step 1 - Inserted Step DAVID COMALLI 01-0ct-2019 4:40:32 PM

Human E

Rezsearch

Modification of Final Review Step 1 - PI Acknowledgement DR. RYAN TIERNEY
Human
Research

Medification of Final Review  Step 3 - IRE Check-In: Received by IRE MRS. LASHAY COBB

Human E

Research

Medification of Final Review IRB QFFICE
Human
Research

f*d

No comments have been recorded yet




“Workflow Step 2" reflects that the IRB has the submission, but has yet to review it

 eduy/EnableWeb/Compliance/Submissions.aspx? Projid=96CTFBEAESST 1 2A3E0538510600A57 C3&Page=5ubmissions - Goegle Chrome
u/EnableWeb/Compliance/Submissions.aspx?Projid=96C7F8BEESS7 12A3E053B510600A57C38Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010) (NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

‘Submissions (5) Linkages Summaries Attachments (20) Communications (6) Approved Docs

Home  » Submissions

Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | Date To | Access Log

Close Protocol 26289-0005 08-Nov-2019 08-Mov-2019 A Electronic Submission Pending A A A Log Delete

Modification 262890003 08-Nov-2019 08-Mov-2019 fA Workdflow Step 2 (Prep for Review) h A A Log Delete

Inifial Submission 26289-0001 08-Nov-2019 08-Noy-2019 fiA Modifications Required to Secure Approval | 08-Nov-2019 A A Log Delete
Modifications Reguired to Secure Approval 26289-0002 A A A Approved 12-Nov-2019 A A Log Delete

Reportable New Information 26280-0004 A /A A Under Development A A A Log Delete




Respond to “Modifications Required to Secure Approval” by clicking the “Respond...”
link; Don’t create a “Modification” to respond to requested changes

Record Number My example protocol for the talk that I'm giving right now JgL Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Daone Save

Change Project Info

Submissions (1) Linkages Summanies Attachments (13) Communications (3) Approved Docs

Home

Swmssos T
Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | Date To | Access Log
Initial Submission 26289-0001 08-MNov-2019 08-MNov-2019 NAA Modifications Required to Secure Approval 09-Mov-2019 NA MAA Log Delete

Respond to Modifications Requested h

€ select a Submission - Google Chrome = O X

8 eratemple.edu/protocol/administration/reviews/popUpSubmissionType.asp?system=HS&proji...

-

Select Submission save || Close

Submission | v




Select “Modifications Required to Secure Approval” from the dropdown (or “Deferred” if
appropriate)

Record Number My example protocol for the talk that I'm giving right now JgL Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Daone Save

Change Project Info

Submissions (1) Linkages Summanies Attachments (13) Communications (3) Approved Docs

Home

Swmssos T
Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | Date To | Access Log
Initial Submission 26289-0001 08-MNov-2019 08-MNov-2019 NAA Modifications Required to Secure Approval 09-Mov-2019 NA MAA Log Delete

Respond to Modifications Requested

€ select a Submission - Google Chrome = O X

8 eratemple.edu/protocol/administration/reviews/popUpSubmissionType.asp?system=HS&proji...

-

Select Submission save || Close

Submission | v] —




Remove documents that are requested to be changed,;
Don’t remove the eForm; Don’t use the Modify feature

du/EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96CTFEBEESOT12A3E053E 510600457 C3&0bjectiD=96D84 5680867134 AE053B51 0600AC3CF&Page =SubmissionDetail - Google Chrome -
EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7F8BEE59712A3E0538510600A57C380bjectlD=96D845680867 134AE053B510600AC3CF8IPage=SubmissionDetail

Record Number My example protocol for the talk that I'm giving right now S Human Subjects
26283 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) {(NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

Submissions (2) Linkages Summaries Attachments (14) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Secure Approval » Submission

Submission Modifications Required to Secure Approval Submission Number: 26289-0002 Created on: 08-Nov-2019  Status: Under Development
Reviews
IC Checkiist DocumentForm Add Type Status submit

B Application for Human Research IRE Application Completed PDF Remove
Codcls Consent Consent Form Completed ﬁ Remove
Communications Flyer Attachment Completed Modify Remove
Personnel (2) Medical Record Abstraction Sheet Aftachment Completed Modify Remove
Departments (1) Protocal Protocol Completed Modify Remove
Centers / Programs Recruitment email Attachment Completed Modify Remove
Locations Survey Attachment Completed Modify Remove

Attachments (7) o
Show Existing Protocol Attachments

Status History (1)

Assignments



Add the new (Tracked Changes and Clean versions) documents

du/EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96CTFEBEESOT12A3E053E 510600457 C3&0bjectiD=96D84 5680867134 AE053B51 0600AC3CF&Page =SubmissionDetail - Google Chrome -
EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7F8BEE59712A3E0538510600A57C380bjectlD=96D845680867 134AE053B510600AC3CF8IPage=SubmissionDetail

Record Number My example protocol for the talk that I'm giving right now S Human Subjects
26283 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) {(NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

Submissions (2) Linkages Summaries Attachments (14) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Secure Apprgiel > Submission

Submission Modifications Re |uired to Secure Approval Submission Number: 26289-0002 Created on: 08-Nov-2019  Status: Under Development
Reviews
IC Checkiist DocumentForm Add Type Status submit

B Application for Human Research IRE Application Completed PDF Remove
Codcls Conzent Consent Form Completed Modify Remove
Communications Flyer Attachment Completed Modify Remove
Personnel (2) Medical Record Abstraction Sheet Aftachment Completed Modify Remove
Departments (1) Protocol Protocol Completed Modify Remove
Centers / Programs Recruitment email Attachment Completed Modify Remove
Locations Survey Attachment Completed Modify Remove

Attachments (7) o
Show Existing Protocol Attachments

Status History (1)

Assignments



Click “Submit” once all updated documents are submitted:;
Don’t remove unchanged documents

du/EnableWeb/Compliance/SubmissicnDetail. aspx?ProjID=96CTFABAESST12A3E053B510600A57C3 8imark=32832278!WFTabID=168irand =0.16043401324682573 &Mode=EDIT&ObjectiD=96D34568D367 134AE0538510600AC3CF&Page = SubmissionDetail - Google Chrome -
EnableWeb/Compliance/SubmissionDetail.aspx?ProjlD=96C7F8BSES9712A3E053B510600A57C38mark=32832278WFTablD=16&rand=0.16045401324682573&Mode=EDIT&ODbjectiD=96D84568D867134AE053B510600AC3CF8Page=5ubmissionDetail

Record Number My example protocol for the talk that I'm giving right now gL Human Subjects
26239 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010) (NO EXTERNAL SPONSOR) Edit Mode
Done | | Save Change Project Info

Submissions (2) Linkages Summaries Attachments (16) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Secure Approval » Submission

Submission Modifications Required to Secure Approval Submission Number: 26289-0002 Created on: 08-Nov-2019  Status: Under Develt ment
Reviews
IC Checkist Document/Form Add Type Status Submit
N Application for Human Research IRE Application Completed PDF Remove
Codels Conzent Clean 11.11.19 Aftachment Completed Modify Remove
Communications Consent Tracked 11.11.19 Attachment Completed Modify Remove
Personnel (2) Flyer Attachment Completed Modify Remove
Departments (1) Medical Record Abstraction Shest Attachment Completed Modify Remove
Centers { Programs Protocol Profocol Completed Modify Remove
Locations Recruitment email Attachment Completed Modify Remove
Survey Attachment Completed Modify Remove

Attachments (8)

Status History (1) Show Existing Protocol Attachments

Assignments



After the submission is approved, retrieve stamped consent forms by going to the
“Approved” submission

 eduy/EnableWeb/Compliance/Submissions.aspx? Projid=96CTFBEAESST 1 2A3E0538510600A57 C3&Page=5ubmissions - Goegle Chrome
u/EnableWeb/Compliance/Submissions.aspx?Projid=96C7F8BEESS7 12A3E053B510600A57C38Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010) (NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

‘Submissions (5) Linkages Summaries Attachments (20) Communications (6) Approved Docs

Home  » Submissions

Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | Date To | Access Log

Close Protocol 26289-0005 08-Nov-2019 08-Mov-2019 A Electronic Submission Pending A A A Log Delete
Modification 262890003 08-Nov-2019 08-Mov-2019 fA Workdflow Step 2 (Prep for Review) A A A Log Delete
Inifial Submission 26289-0001 08-Nov-2019 08-Noy-2019 fiA Modifications Required to Secure Approval | 08-Nov-2019 A A Log Delete

Modifications Reguired to Secure Approval M Approved 12-Nov-2019 A A Log Delete

Reportable New Information 26280-0004 A /A A Under Development A A A Log Delete




Click on the “Attachments” link within the submission

1/EnableWeb/Compliance/SubmissionDetail.aspxProjID=96C7FABEES9712A3E0538510600A57C3&0EjectiD=960D84568D867134AE053B510600AC3CF&Page = SubmissionDetail - Google Chrome -
1ableWeb/Compliance/SubmissionDetail.aspx?ProjID=96C7F8BE59712A3E0538510600A57C3& 0bjectD=96D84568D867134AE053B510600AC3CF&Page=5ubmissionDetail

Record Number My example protocol for the talk that I'm giving right now 9L Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010} (NO EXTERNAL SPONSOR) Edit Mode
Daone Save Change Project Infa

Submissions (2) Linkages Summaries Attachments (17) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Securs Approval » Submission

Submission Modifications Required to Secure Approval Submission Number: 26289-0002 Created on: 08-Nov-2019  Status: Approved
Reviews (1)
) Document/Form Type Status
IC Checklist
Application for Human Research IRE Application Completed PDF
Codicils
Consent Clean 11.11.19 Attachment Completed
Communications Consent Tracked 11.11.19 Attachment Completed
Personnel (2) Flyer Attachment Completed
Departments (1) Medical Record Abstraction Sheet Attachment Completed
Centers / Programs Protocol Protocol Completed
Locations Recruitment email Attachment Completed

Attachments (9) w Attachment Completed

Status History (2) Show Existing Protocol Attachments

Assignments



Find the IRB Approved and Stamped consent(s)

/EnableWeb/Compliance/Attachments.aspx?Projid=96CTFEBEES9T12A3E053B310600A57C380bjectiD=96D 845680867 124AE053B510600AC3CF&ProjAttachFolderld=ROOT&Page =SubAttachments - Google Chrome
1ableWeb/CompliancefAttachments.aspx?Projid=96C7FSBEESST12A3E053B510600A5TC3&0bjectiD=96D84568D867134AE053B510600ACICF&ProjAttachFolderld=ROO0T&Page=>5ubAttachments

Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Daone Save Change Project Info

Submissions (2) Linkages Summaries Aftachments (17) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Secure Approval » Attachments

tachments 9 Atectwerts

Attachments Print &ll || Folder Maintenance | Add Document || Delete Selected

Drag a column header and drop it here to group by that column

Hame Y Category Y | Folder h i Managed by Y | submission Y | versions Last Updated T Select

Profocol | Protoco v | | ROOT » | Submission Package IModifications Required fo Secure Approval 2 03-Mow-2019 9:59:58 AM

Flyer | Attachment v | | ROCT ¥ | Submission Package Modifications Required to Secure Approval 2 05-Now-2018 10:01:57 AM

Recruitment amail | Attachment v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 2 0&-Now-2019 10:03:26 AM

Medical Record Abstraction Sheet | Aftachment v | | ROOT ¥ | Submission Package Modifications Required fo Secure Approval 2 03-MNov-2019 10:03:50 AM

Survey | Attachment v | | ROOT v | Submizsion Package Modifications Required to Secure Approval 2 03-Mov-2018 10:04:13 AM

Conzent Tracked 11.11.19 | Attachment v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 1 0&-Now-2019 10:21:33 AM

Conzent Clean 11.11.19 | Attachment v | | ROCT v | Submission Package Modifications Required to Secure Approval 1 03-Mov-2019 10:21:53 AM
ﬂ IRE Approved and Stamped Consent <p=Stamped Consent=/b= ¥ ] ’ ROOT ¥ ] Record Modificafions Required o Secure Approval 1 08-Mov-2019 10:24:21 AM

Application for Human Research | RE Application v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 1 0&-Mowv-2018 10:17:52 AM




They should be sortable by “Category,” labeled as “<b> Stamped Consent </b>"

/EnableWeb/Compliance/Attachments.aspx?Projid=96CTFEBEES9T12A3E053B310600A57C380bjectiD=96D 845680867 124AE053B510600AC3CF&ProjAttachFolderld=ROOT&Page =SubAttachments - Google Chrome
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Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Dane Save

Change Project Info

Submissions (2) Linkages Summaries Aftachments (17) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Secure Approval » Attachments

tachments 9 Atectwerts

Attachments Print &ll || Folder Maintenance | Add Document || Delete Selected

Drag a column header and drop it here to group by that column

Hame Y Category Y | Folder h i Managed by Y | submission Y | versions Last Updated T Select
Profocol | Protoco v | | ROOT » | Submission Package IModifications Required fo Secure Approval 2 03-Mow-2019 9:59:58 AM

Flyer | Attachment v | | ROCT ¥ | Submission Package Modifications Required to Secure Approval 2 05-Now-2018 10:01:57 AM

Recruitment amail | Attachment v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 2 0&-Now-2019 10:03:26 AM

Medical Record Abstraction Sheet | Aftachment v | | ROOT ¥ | Submission Package Modifications Required fo Secure Approval 2 03-MNov-2019 10:03:50 AM

Survey | Attachment v | | ROOT v | Submizsion Package Modifications Required to Secure Approval 2 03-Mov-2018 10:04:13 AM

Conzent Tracked 11.11.19 | Attachment v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 1 0&-Now-2019 10:21:33 AM

Conzent Clean 11.11.19 | Attachment v | | ROCT v | Submission Package Modifications Required to Secure Approval 1 03-Mov-2019 10:21:53 AM

IRE Approved and Stamped Consent

=bxStamped Consent</b= ¥ ] # Record Modificafions Required to Secure Approval 1 08-Mov-2018 10:24:21 AM

Application for Human Research | RE Application v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 1 0&-Mowv-2018 10:17:52 AM




Clicking “Category” will sort alphabetically; Clicking again sorts in the opposite direction

/EnableWeb/Compliance/Attachments.aspx?Projid=96CTFEBEES9T12A3E053B310600A57C380bjectiD=96D 845680867 124AE053B510600AC3CF&ProjAttachFolderld=ROOT&Page =SubAttachments - Google Chrome
1ableWeb/CompliancefAttachments.aspx?Projid=96C7FSBEESST12A3E053B510600A5TC3&0bjectiD=96D84568D867134AE053B510600ACICF&ProjAttachFolderld=ROO0T&Page=>5ubAttachments

Record Number My example protocol for the talk that I'm giving right now J§L. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Dane Save

Change Project Info

Submissions (2) Linkages Summaries Aftachments (17) Communications (3) Approved Docs

Home » Submissions » Modifications Required to Secure Approval » Attachments

Attachments (9)

Attachments Print All || Folder Maintenance || Add Document || Delete Selected
Drag a column header and drop it here up by that column
Hame Y Category Y | Folder h i Managed by Y | submission Y | versions Last Updated T Select
Profocol | Protoco v | | ROOT » | Submission Package IModifications Required fo Secure Approval 2 03-Mow-2019 9:59:58 AM
Flyer | Attachment v | | ROCT ¥ | Submission Package Modifications Required to Secure Approval 2 05-Now-2018 10:01:57 AM
Recruitment amail | Attachment v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 2 0&-Now-2019 10:03:26 AM
Medical Record Abstraction Sheet | Aftachment v | | ROOT ¥ | Submission Package Modifications Required fo Secure Approval 2 03-MNov-2019 10:03:50 AM
Survey | Attachment v | | ROOT v | Submizsion Package Modifications Required to Secure Approval 2 03-Mov-2018 10:04:13 AM
Conzent Tracked 11.11.19 | Attachment v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 1 0&-Now-2019 10:21:33 AM
Conzent Clean 11.11.19 | Attachment v | | ROCT v | Submission Package Modifications Required to Secure Approval 1 03-Mov-2019 10:21:53 AM
IRE Approved and Stamped Consent | | <b>Stamped Consent</b= ¥ ] ’ ROOT ¥ ] Record Modifications Requirad to Secure Approval 1 08-Nov-2019 10:24:21 AM

Application for Human Research | RE Application v | | ROOT ¥ | Submission Package Modifications Required to Secure Approval 1 0&-Mowv-2018 10:17:52 AM




All documents for the study can be viewed in the general “Attachments” tab

/EnableWeb/Compliance/Submissions.aspx? Projid=04EB302728B5126CE053B510600A80058:Page=5ubmissions - Geogle Chrome

[US] | eratemple.edu/EnableWeb/Compliance/Submissions.aspx?Projid=04EB302728B5126CE053B510600A80058Page=Submissions

Record Number
23074

‘_[11 Human Subjects
Edit Mode

Change Project Info

Effect of Fatigue on Concussion Ocular-Motor Screening Assessments
DR. RYAN TIERNEY - CPH:KINESIOLOGY (09070) (NO EXTERNAL SPONSOR)
Daone Save

Summa

Submissions (14) Linkages

Home = Submissions

Attachments (68)

Communications (40)

Approved Docs

v ] Add

Type Investigator Submitted On Date | Management Submitted On Date | Internal ID| Determination Determination Date Date To Access Log
Modification 23074-0004 30-3ep-2019 MAA A Electronic Submission Pending A MAA M4 Log Delete
Close Protocol 23074-0003 02-Aug-2019 06-Aug-2019 A Closed 28-Aug-2019 NAA /A Log Delete
Confinuing Review 23074-0001 08-Jul-2018 12-Jul-2018 NA Modifications Required to Secure Approval | N/ /A h/A Log Delete
Maodifications Required to Secure Approval 23074-0002 11-Aug-2018 15-Aug-2018 A Approved 16-Aug-2018 01-3ep-2018 | 31-Aug-2019 | Log Delete
IModification NAA 28-Aug-2017 3-Aug-2017 NAA Approved 19-Sep-2017 NAA /A Log Delete
Confinuing Review WA 03-Aug-2017 03-Aug-2017 /A Modifications Required to Secure Approval | /A NAA /A Log Delete
Modifications Required to Secure Approval MAA 28-Aug-2017 28-Aug-2017 A Approved 31-Aug-2017 01-Sep-2017 | 31-Aug-2018 | Log Delete
Maodifications Required to Secure Approval MAA 15-Aug-2017 15-Aug-2017 A Maodifications Required to Secure Approval | /A MAA M4 Log Delete
IModification NAA 16-Feb-2017 20-Feb-2017 /A Approved 27-Feb-2017 NAA /A Log Delete
Continuing Review A 14-Jun-2018 17-Jun-2018 A Approved 17-Aug-2016 01-Sep-2016 | 31-Aug-2017 | Log Delete
Initial Submission MAA 18-Jun-2015 16-Jul-2015 MAA Maodifications Required to Secure Approval | /A MAA M4 Log Delete
Modifications Required to Secure Approval WA 3-Aug-2015 01-Sep-2015 /A Approved 01-Sep-2015 01-Sep-2015 | 31-Aug-2016| Log Delete
Modifications Required to Secure Approval MAA 21-Jul-2015 21-Jul-2015 A Maodifications Required to Secure Approval | M4 M A Log Delete
Reportable New Information 23074-0005 MAA MAA A Under Development A MAA M4 Log Delete




Sort “Category” or “Managed by” to bring Stamped Consents to top (generally)

edu/EnableWeb/Compliance/Attachments.aspx?Projid=04EB302728B5126CE053B5 10600480058 ProjAttachFolderld=ROCT&Page=SumAttachments - Google Chrome

ity [US] | eratemple.edu/EnableWeb/Compliance/Attachments.aspx?Projid =04EB302728B5126CE053B510600A8005&ProjAttachFolderld=ROOT&Page=SumAttachments

Record Number Effect of Fatigue on Concussion Ocular-Motor Screening Assessments
CPH:KINESIOLOGY {09070) (NO EXTERNAL SPONSOR)

23074 DR. RYAN TIERNEY -

Done Save

Linkages Summaries Attachments (63) Communications (40)

Approved Docs

,[J_l Human Subjects
Edit Mode

Change Project Info

Home > Attachments

Attachments (68)

Attachments

Drag a column header and drop it here to g

Mame Y

modifications_required
ﬁ IRE &pproved Stamped Consent

IRB Approved Stamped Consent

IRB Approved Stamped Consent

IRB Approved stamped Consent Form

HIPAA

Consent Form

protocol

Flyer

Consent Marked

Consent Form Clean

Protocol Updated

flyer updated

FPoint by point response

(13}

Category +

y that column

T

Managsd by

Record

Record

Record

Record

Record

Submission Package

Submission Package

Submission Package

Submission Package

Submission Package

Submission Package

Submission Package

Submission Package

Submission Package

T

Submission Y | versions
Review 1
Medifications Required to Secure Approval 1
Modification 1
Medifications Required to Secure Approval 1
Modifications Required to Secure Approval 1
Initial Submission 1
Initial Submission 1
Initial Submission 1
Initial Submission 1
Medifications Required to Secure Approval 1
Modifications Required to Secure Approval 1
Modifications Required to Secure Approval 1
Meodifications Required to Secure Approval 1
Medifications Required to Secure Approval 1

Print All Folder Maintenance Add Document Delete Selected

Last Updated T Select

20-Jul-2015 5:00:36 PM
01-5ep-2015 5:34:55 PM
28-Feb-2017 4:25:56 PM
31-Aug-2017 10:45:09 AM
27-Aug-20158 4:17:33 PM
18-Jun-2015 11:21:45 AM
18-Jun-2013 11:30:19 AM
18-Jun-2015 11:30:37 AM
18-Jun-2013 11:35:32 AM
21-Jul-2015 7:09:43 AM
21-Jul-2015 7:10:20 AM
21-Jul-2015 7:10:46 AM
21-Jul-2015 7:11:26 AM

21-Jul-2015 7:11:45 AM



Mind “Last Updated” to ensure the correct version is being downloaded

=du/EnableWeb/Compliance/Attachments.aspx?Projid=04EB30272885126CE05385 10600430058 ProjAttachFolderld=ROOT&Page=SumAttachments - Google Chrome

ity [US] | era.temple.edu/EnableWeb/Compliance/Attachments.aspx?Projid=04EB302728B5126CE053B510600A80058&ProjAttachFolderld=ROOT&Page=SumAttachments

Record Number Effect of Fatigue on Concussion Ocular-Motor Screening Assessments oL Human Subjects
23074 DR. RYAN TIERNEY - CPH:KINESIOLOGY (09070) (NO EXTERNAL SPONSOR) Edit Mode
Done Save

Change Project Info

Submissions (14) Linkages Summaries Attachments (68) Communications (40) Approved Docs

Home » Attachments

Attachments (68)

Attachments Print All || Foller Maintenance || Add Document || Delete Selected

Drag a column header and drop it here to group by that column

MName Y Category + Y Folder N Managed by Y | Submission Y Versions Last Updated h i Select
modifications._required | v‘ ‘ 00T r| Record Review i 20-Jul-2015 5:00-36 PM

IRB Approved Stamped Consent | b=Stamped Consents/bs v‘ ‘ 00T r| Record Modifications Required to Secure Approval i 01-Sep-2015 5:34:55 PM

IRE &pproved Stamped Consent | <h=Stamped Consent=/b= v ‘ ‘ 00T ¥ | Record Modification 1 26-Feb-2017 4:28:36 PM

IRB Approved Stamped Consent | b=Stamped Consents/bs v‘ ‘ ROOT r| Record Modifications Required to Secure Approval i 31-Aug-2017 10:45:09 AM

IRB Approved stampad Consent Form | <h=Stamped Consent v ‘ ‘ ROOT ¥ | Record Modifications Required to Secure Approval 1 27-Aug-201M5 4:17:33 PM _
HIPAA | Attachment v‘ ‘ ROOT r| Submission Package  Initial Submission i 18-Jun-2015 11:21:45 AM

Consent Form | Attachment v‘ ‘ ROOT r| Submission Package  Initial Submission ! 18-Jun-2015 11:30:19 AM




Create another submission by clicking the dropdown menu on the “Submissions™ page

u/EnableWeb/Compliance/Submissions.aspx?Projid=96CTFBAESTT12A3E0538510600A57C38Page=Submissions - Google Chrome
nableWeb/Compliance/Submissions.aspx?Prajid=96C7FBBEES9712A3E0538510600A57C3&Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now JoL. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Done | | Save

Change Project Info

Submissions (2) Linkages Summaries Attachments (17) Communications (3) Approved Docs

Home » Submissions

v Add'

Confinuing Review

Modification
Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | eporable New Information
Inifial Submission 262050001 03-Nov-2012 08-Nov-2018 NA Modfications Required to Secure Approval | 09-Nov-2019 R Pt cete

Modifications Required to Secure Approval 26289-0002 A A A Approved 12-Nov-2019 A A Log Delete




Select the desired submission type; This example is creating a "Modification”

u/EnableWeb/Compliance/Submissions.aspx?Projid=96CTFBAESTT12A3E0538510600A57C38Page=Submissions - Google Chrome
nableWeb/Compliance/Submissions.aspx?Prajid=96C7FBBEES9712A3E0538510600A57C3&Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now JoL. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
Done | | Save

Change Project Info

Submissions (2) Linkages Summaries Attachments (17) Communications (3) Approved Docs

Home » Submissions

v Add'

Confinuing Review

Modification
Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date : Reportable New Information
Inifial Submission 262050001 03-Nov-2012 08-Nov-2018 NA Modfications Required to Secure Approval | 09-Nov-2019 R Pt cete

Modifications Required to Secure Approval 26289-0002 A A A Approved 12-Nov-2019 A A Log Delete




Click “Add”

u/EnableWeb/Compliance/Submissions.aspx?Projid=96CTFBAESTT12A3E0538510600A57C38Page=Submissions - Google Chrome
nableWeb/Compliance/Submissions.aspx?Prajid=96C7FBBEES9712A3E0538510600A57C3&Page=5ubmissions

Record Number My example protocol for the talk that I'm giving right now JoL. Human Subjects
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR) Edit Mode
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Change Project Info

Submissions (2) Linkages Summaries Attachments (17) Communications (3) Approved Docs

Home » Submissions

v Add'

Confinuing Review

Modification
Type Submission Number | Investigator Submitted On Date | Management Submitted On Date | Internal ID | Determination Determination Date | Date From | eporable New Information
Inifial Submission 262050001 03-Nov-2012 08-Nov-2018 NA Modfications Required to Secure Approval | 09-Nov-2019 R Pt cete

Modifications Required to Secure Approval 26289-0002 A A A Approved 12-Nov-2019 A A Log Delete




du/EnableWeb/Compliance/SubmissionDetail.aspx?Projid=9 D=96D8EE38E0D424CDEDS3B510600A7T627 &tPage=SubmissionDetail - £ e -
EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7FSBSES9712A3E053 85106004 ' = Somrmassmmemesmasmass e —
¢ https:/feratemple.edu/ComplianceMet/SharedSystems/EForms/Form.aspx?ObjectFormid=73CF7E18-E049-478B-AQE1-8651C0A4ADOBErecordid=81869088isystem=HS&COIUnique_... — O X
Record Number My example protocol for the talk & eratemple.edu/ComplianceNet/SharedSystems/EForms/Form.aspx?ObjectForm|d=75CF7E18-E049-478B-A0E 1-8651C6A4AD08& recordid=81869088system=HS&COIUnigue..

Click and then complete the “Modification of Approved Human Research” eForm

26289

Done Save

Submissions (3)

Home » Submissions » Modification > Submission

Submission
Reviews

IC Checklist
Codicils
Communications
Personnel (1)
Departments (1)
Centers / Programs
Locations
Attachments (1)
Status History (1)

Assignments

Linkages

DAVID COMALLI
Attachment

Summaries

Modification

Document/Form Add

RESEARCH: EXEC

Modification of Approved Human Research

Show Existing Protocol Attachments

Updated By: DAVID COMALLI @ 08-Nov-2019 10:52:17 AM

Table of

Contents

ﬁ' Quest Hist

E Form Hist

% Print

|M0dificati0n of Approved Human Research

Complete

Page 1

UNIVERSITY

Section 1

IRB Project #: 26289

My example protocol for the talk that I'm giving right now
COMALLI, DAVID
RESEARCH: EXECUTIVE LEADERSHIP (24010)

Study Title:
Investigator:
* Department:

* Physical Address: |3340 N. Broad St.

* Phone Mumber: |215-707-7792

Section I

* Summarize the modification:
Adding Dr. Henry Parkman as a Cc-Investigatcr.|

Section ITI

Were any of the documents below affected by the modification(s)?

* This modification request includes the addition of any radiation imaging; or a change in sponsored imaging requirements; or a change in
number of radiation imaaging or radiation therapies: or a change in type of radiation; or a change where the radiation is going to be

ves o] administerad.

ves DNod # Investigator Protocol

ves O Mold * Research tools

ves CDNo[d * Data collection instruments {guestionnaires, etc.; do not submit case report forms).

All written materials to be provided to or meant to be seen or heard by subjects, including:




Click “Add” to add any additional documents; If changing approved documents, include
tracked changes and clean versions

IENSIRSTNENNAS T 2R +D=96D8BEISENDA24CDEDS3B5106

0/om £ASCUISD IVDUUAS fLsalJbD|ectiL =3bUsbE xorl

. edu/EnableWeb/Compliance/SubmissionDetail.aspx?Projid=98C7FEBEESY

u/EnableWeb/Compliance/SubmissionDetail.aspx?Projid=96C7F8BSES9712A3E053B510600A57C3 &0bjectlD=96D8BE3SE0D424CDEOS3B510600A762 78 Page=SubmissionDetai

Record Number My example protocol for the talk that I'm giving right now JgL. Human Subjects

26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP (24010) (NO EXTERNAL SPONSOR)
Done Save

Edit Mode

Change Project Info

Submissions (5) Linkages Summaries Attachme i Communications (6) Approved Docs

Home » Submissions » Modification » Submission

Submission Modification Submission Number: 26289-0003 Created on: 08-Nov-2019  Status: Under Development
Reviews (1)
IC Checkist Document/Form Add Type Status Show Route (Route History)
hecklis
Modification of Approved Human Research Modification Completed PDF {andstory Fom)
Codicils

Communications (3)
Personnel (1)
Departments (1)
Centers / Programs
Locations
Attachments (1)
Status History (3)

Assignments



When ready, click “Submit” and get to the approval route

nableWeb/Compliance/SubmissionDetail.aspx?ProjlD=96CTF8B3ES9712A3E053B510600A57C3&0ObjectiD=96D8EE3ZE0D424CDEOS3B5 1060047627 & Page=SubmissienDetail - Google

nableWeb/Compliance/SubmissionDetail.aspx?ProjlD=96C7FEBEES9712A3E053B8510600A57C3&0bjectlD=96DEBE3BE0D424CDENS3B510600A 76278 Page=SubmissionDetail

,[Js_ Human Subjects

Record Number My example protocol for the talk that I'm giving right now
26289 DAVID COMALLI - RESEARCH: EXECUTIVE LEADERSHIP {24010) (NO EXTERNAL SPONSOR) Edit Mode
Done Save Change Project Info

Submissions (3) Linkages Summaries Attachments (18) Communications (3) Approved Docs

Home » Submissions » Modification » Submission

Submission Number: 26289-0003 Created on: 08-Nov-2019  Status: Under Deve ppment

Submission Modification
Reviews

D tiF Add T Stat
IC Checkiist ocumentrorm ype s

Maodification of Approved Human Research Modificafion Completed FDE (Mandatory Fom)
Codicils @ Submit - Goegle Chrome — O x
Communications Show Existing Protocol Attachments & eratemple.edu/messaging/Submit.asp?ObjectiD=96D8BE38E0D424C DENS3B510600A7627&RouteMaplD=CEADD40A. ..

€ Add step - Google Chrome = O >

Protocol 26289 - DAVID COMALLI "My example protocol for the talk that I'm giving nght now” (Under Development)
& eratemple.edu/messaging/AddRouteStep.asp?RoutelD=96D8BF50488F2D09E053B510600A38Ch

Add step Add || Cancel Refresh Route  p. e path - Modification of Human Research Add New Person to Review Pat Continue
Step 1 PI Acknowledgement DAVID COMALLT E
Step 3 IRE Check-In: Received by IRE MRS, LASHAY COBB E
| parkm |
IRB Check-In: Received by IRE IRE OFFICE E

PARKMAN, HEMRY - 308809724 - TUSM:MEDICINE/GASTROENTEROLOGY (05725) l
Informational Unly

* aApproval Required

No comments have been recorded yet
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