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GETTING STARTED
(Login Information)

Coeus Lite is a web-based platform

On campus link: https://coeus.drexel.edu/coeus/userAuthAction.do

Off campus link (via Drexel VPN):
https://vpn.drexel.edu/+CSCO+0075676763663A2F2F70627268662E7165726B72792E727168++/coeus/userA
uthAction.do

e Coeus Lite will only work if you are connected to Drexel University's network. You must VPN (page
41) if you are not on campus.

Log into the Coeus Lite application by entering your credentials. Your username and password are the same
associated with other Drexel University systems, such as DrexelOne.

Coeus Web

Drexel

Use of s CosusLie™
TEQUAES 1 LSETaME 3nd passaord

Drexel University — Office of Research Complianee Adminintration

Cogusiite Yerson 4 5.1 P35

Page 3 0f48
Version November 2017
agf


https://coeus.drexel.edu/coeus/userAuthAction.do
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fvpn.drexel.edu%2F%2BCSCO%2B0075676763663A2F2F70627268662E7165726B72792E727168%2B%2B%2Fcoeus%2FuserAuthAction.do&data=02%7C01%7Cagf33%40drexel.edu%7Cce8197e88b9b4fc5ff4908d51ae45b27%7C3664e6fa47bd45a696708c4f080f8ca6%7C0%7C0%7C636444490458924544&sdata=c6N%2FWrg1ZLGkVUPZdklC5lAGP4PROgpAaPT%2FWa6U41g%3D&reserved=0
https://na01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fvpn.drexel.edu%2F%2BCSCO%2B0075676763663A2F2F70627268662E7165726B72792E727168%2B%2B%2Fcoeus%2FuserAuthAction.do&data=02%7C01%7Cagf33%40drexel.edu%7Cce8197e88b9b4fc5ff4908d51ae45b27%7C3664e6fa47bd45a696708c4f080f8ca6%7C0%7C0%7C636444490458924544&sdata=c6N%2FWrg1ZLGkVUPZdklC5lAGP4PROgpAaPT%2FWa6U41g%3D&reserved=0

Drexel

UNIVERSITY

CREATING A NEW PROTOCOL

After logging in, the Welcome to Coeus Lite window will launch.

e Click My IRB Protocols
o This is only for protocols reviewed by the Human Research Protection Office

E CoeuslLite uUser: Storino, Cheryl L

Current Locks
My IRB Protocols IACUC Protocols My ARRA Logout

| cnange Passwora
Grants. Gov Welcorre=te~CoeuslLite

To create, maintain and

Primary Features of Coeus Lite include: support the most robust
electronic solution to

My Protocols - Allows Principal Investigators to prepare and submit protocol manage all components of

applications and review detailed infermation associated with their existing protocols. sponsored projects from

My Proposals - Allows Users to view and prepare grant applications and route their |[Proposal development
applications for Institutional Approval. Institution Administrators can see and approve ||through award closeout
grant applications. Institute Approvers can view, approve, or reject proposals for ||while fostering best
correction. OSP Authorized Administrators can submit applications to Grants.gov. practices by joining
innovative technology with
the knowledge base of a
national consortium of

R TR an Inbox - List of Resolved and Unresolved messages from Coeus application with active ||research stakeholders.
- links to Coeus Lite proposals listed by title and number.
| Launch Coeus Premium

COI Disclosure - Allows individuals to provide data and required updates on entities
in which they hold interest.
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Main
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View

All Protocols
o Lists all protocols that you are approved as either a principal investigator (PI) or co-investigator
Pending Protocols
o Lists all protocols that have outstanding items for those listed as a principal investigator or co-
investigator
Pending PI Action
0 Protocols needing some action by the respective PlI
Amendments & Renewals
o Amendments (modifications) and renewals that the principal investigator or co-investigator is
attached too
Create New Protocol
0 Action to submit a new protocol to the HRP
Protocol Search
0 Action to search for protocols you are on
0 Also used by researchers not listed as the principal investigator or co-investigator of a protocol
= Listed as study personnel instead
All My Reviews
0 Only available to HRP coordinators or IRB members
Schedules
0 Only available to HRP coordinators or IRB members

FE | Coeuslite User: Storino, Cheryl L

Current L ocks
 CoousHome  MyNeqotistions MyProposals  MyCOI My IRBProtocols My ACUC Protocols  Inbox  MyARRA
All Protocols | Pending Protocols | Pending Pl Action | Amendments & Renewals | Create New Protocol | Protocol Search | All My Reviews | Schedules |

List of Pending PI Action Protocols
= List of Specific Minor Revisions Required Protocols
No rows found with current selection criteria

= List of Substantive Revisions Required Protocols

No rows found with curment selection criteria

= List of Expiring Protocols
No rows found with current selection criteria

Coeuslite Version 4.5.1_P3

Version November 2017
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Side Bar: Maneuvering In And Entering Information Into The Protocol Screens
The menu items (General Info, Organization, etc.) located in the left-hand column in all the protocol screens
serve as tools for entering and uploading the specific information required to create a protocol record and
submit the protocol to the appropriate oversight authorities and the IRB.

The menu items noted with an asterisk * indicate that the field is mandatory.

E I CoeuslLite User: Storino, Cheryl L

Current | ocks

| Cocusiome  Mylegotitions _ WyProposals  MyCol My RBProtocols MyIACUC Protocols  nbox | MyARRA  Logout |

Also note
that aS you *General Info General Protocol Information
rotocol Detail
WOTKYOUr | g sy e i
Personnel "

wa i .
th 4 hth » x

rough the | °
menu I caon bt i ___| B9
- Reference Num 1: |:| Reference Num 2: |:|
|temS, a FDA ApplicationNo: ||
red check | Nos
\/ mark

i
W"! appear
noting that
the
particular

screen or
“page” of [ SendEmal |

the

; [Py
is complete

and saved. It may also denote when some information may be assumed and has therefore been populated into
the system. This auto-populated information can be over-written by the user and is described in this
document.
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Create A New Protocol

General Information tab

e Type: Select the appropriate protocol type from the drop down menu. The HRP staff will override your
selection if the protocol is deemed to be other than the selection

e Title: Enter the title of the research protocol (mandatory)

e Description: Enter the description or purpose of the research project (mandatory)

e Application Date: Will default to today’s date — the creation date of the protocol record

o FDA Application Number: Enter the alphanumeric information related to an Investigational New Drug
(IND) or Investigational Devices (IDE or HDE) used in the protocol. Type pending if an IND or IDE
number has yet to be received

e Used by HRP Office only
e Reference Number 1
e Reference Number 2

Click Save when all information is entered.

E—| CoeuslLite User: Storino, Cheryl L

Current Locks

Coeus Home My Megotiations My Proposals My COl My IRB Protocols My IACUC Protocols Inbox

*General Info General Protocol Information
-
= Pro*~ vl Details
“Investigators / Study s i
Personnel 3 Standard

Cormrespondents
*Areas of Research

» A

Funding Source

Subjects “Application Date:  [04/06/2016 |
Special Review ReferenceNum1: | | Reference Num 2:
Other Identifiers FDA Application No:

Notes

Others

Attachments

Types of applications

e Case Report / Case Study e External
e Emergency Use of a Device or Drug o WIRB
e Humanitarian Use Device (HUD) o NCI-CIRB
e Letter of Determination o CU-CIRB
e Letter of Reliance 0 Shuman
e Standard (exempt, expedited and full levels of e Student Project o _
review) 0 Used for submissions counting as part of

the curriculum
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Protocol Number

e Saving generates and assigns the protocol number and a status of Pending/In Progress. (At this time the
record is saved and the investigator may proceed with completing the submission or save until a later
time to complete.)

User: Storino, Cheryl L

Current Locks
~ CoeusHome  MyMNegotiations MyProposals ~ MyfAwards My COl My IRBProtocols My IACUC Protocols  Inbox  MyARRA

/ *General Info Protocol # 1604004038 (Pending/in Progress) Expiration Date:
Investigator: Last Approval Date:

*Crganization Titl: Tite of e Protocal Meeting Date:
“Investigators / Study General Protocol Information

Personnel “ Indicates Mandatory Fields

Correspondents Protocol Details

T Tyve:

Title of the Protocol ‘

Funding Source

Subjects |Descriplion or Purpose of the Research Project

Description:

Special Review
Other Identifiers *Application Date: |
(EE LT LT E Reference Num 2:
Others FDA Application No: [NDor IDENo |

Save

Attachments
Other Attachments

The number assigned to the protocol is generated by the Coeus database. This number will automatically
populate the protocol record when the General Information screen of the protocol record is first saved.

Coeus generates and assigns protocol numbers that consist of ten digits. The first four digits represent the year
and month the initial protocol record was created. The last six digits represent the sequential order in which the
protocol record was created.

COEUS also assigns a suffix to continuing review and amendment submissions. The renewals and amendments
are numbered consecutively, with an “R” indicating a renewal and an “A” representing an amendment.
e Ex. R001, R002, and A001, A002, etc.

Page 8 of 48
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Organization Tab (Coeus Lite will use standard information here unless you change it)

e Inthe column on the left-hand side of the screen, select Organization. This opens the Protocol
Organization window
e The Protocol Organization defaults to Drexel University. If no other organizations require listing, no
further action is needed.
o This section is to record the principal investigator’s affiliated organization.

To add additional or to change the Performing Organization:
e Type: Select “Performing Organization” from the drop down menu
e The Organization drop-down menu has the following listed to choose from
o Hahnemann University Hospital
St. Christopher’s Hospital for Children
The Academy of Natural Sciences of Drexel University
Volunteer Faculty Practice Site

O OO

To select other sites than listed in the drop-down menu
e Select Search.
e Type the name of the organization into the Name field.
0 A partial entry may be made, with an asterisk used as a wildcard when placed before, after or
around the partial entry. EX. *St*Chris*
e Click Save
e Remove Organization as needed

Note

This window is to record the principal investigator’s affiliated organization. This field should not be used to list
sub-recipient sites or other sites where the research is being conducted and subject to review and approval by a
non-Drexel IRB.

ET Coeuslite User: Storino, Cheryl L

Current Locks
Coeus Home My Hegotiations My Proposals My Awards MyCOl  MyIRBProtocols My IACUC Protocols Inbox My ARRA Logout

1604004028 (Pending/in Progress)

Tite: Tite of the Protocol

Protocol Organization
_______________________________________________________________________________|
Add Organization

Personnel
Correspondents

“Areas of Research

Funding Source

Subjects
. - N Performing Organization Remove Organization | Find Address | Clear Address
Special Review Organization: Drexel University
Other Identifiers Address:  Drexel University
3201 Arch Street
Notes Suite 100
Philadelphia
Others Philadelphia
PA - 19104-2875

USA
Attachments

Other Attachments

Page 9 of 48
Version November 2017
agf



13

Drexel

UNIVERSITY

Investigators/ Study Personnel

ff CoeuslLite User: Storino, Cheryl L

Current Locks

 CoeusHome _ Myllegotinions  MyProposals  Mydwards  MyCOl  MyIRBProtocols MyIACUCProtocols  nbox  MyARA  Logout

¢ “General Info kS
*Organization

‘ “Investigators / Study
.~ Personnel

Correspondents

L.]

Ll =¥ Tm;m:rinatnr: I Studu P, ynel:

*Areas of Research Person Name Department - Affliate Training
Funding Source

Subjects

Special Review

Other Identifiers

Attachments
Other Attachments

Click on Investigators/Study Personnel on the left-hand side column. This launches the Investigators/Study
Personnel Details screen.

Select Add Investigators/Study Personnel Details. The default identifies the protocol creator as the Principal
Investigator (PI) and provides an alert message that the P1 information is not saved yet. The home unit of the
protocol creator also defaults. If the creator is not the PI for the protocol or if a different unit will serve as the
lead unit, do not save the information that defaulted.

Page 10 of 48
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Employee Search

To change the Principal Investigator or to find and add other investigators and study personnel, click on
Employee Search. This will launch the Employee Search window.

To search, you can enter * and a partial last name of the individual followed by an asterisk (*). Example:

*Fuhrer* will list all last names that begin or end with *Fuhrer*. Select the appropriate last and first name.
Once you select, the employee name, unit number, and email address will be automatically populated.

Coeus Home My Negotiations My Proposals My Awards My COl My IRB Protocals My IACUC Protocols Inbox My ARRA Logout
¢ *General Info » mmn,;,. ! (Fend ! Last Approval Date:
¢ “Organization Title: Title of the Protocol
= - estigato dy Personnel Deta
J:r:::r?::omf Study " ick the Save buttan to save the Pl infarmation
Employee search Non Emplovee Seal
¢ Correspondents . Storino. C Email: cheryl I storino@drexel edu Phone:  (215) 255-7868
/ “Areas of Research Mobile: Fax:
Funding Source Unit: Search IRB Administration
Subjects Protocol Role: |Principal Investigator PersonRole: | | Affiliation:
Special Review Save Cancel
Other Identifiers List of Investigators / Study Personnel:
Notes Person Name Department Lead po Affiate  Training

Others

Attachments
Other Attachments

The unit for each person is the person’s home financial unit, or that unit from which the person is paid. It is
critical to ensure that the unit brought in with the name of the principal investigator represents the unit of the
department chair who will be reviewing and approving the research protocol via the routing feature. Electronic
signatures from the unit heads designated by your school, college or department have already been entered into
the system. It is your responsibility to make sure such signatures have been secured. Without the electronic
signature, the Coeus system will not allow the submission and review process move onto the next step.

For each person added:
1. Enter the Protocol Role of the individual by clicking the drop down box. Choices are Principal
Investigator, Co-Investigator or Study Personnel
2. For Study Personnel, indicate the Person Role by typing in the appropriate information, e.g., Consultant,
co-investigator, Research Assistant, etc.
3. Select the individual’s affiliation with Drexel by selecting from the Affiliation drop down box. Choices
are Faculty, Staff, Affiliate or External Collaborator.

HRP 201 (Contact Information) and Financial Interest Disclosure Form
e Are NOT needed IF you can find your researcher in the personnel table (Employee search)
e Are NEEDED if you cannot find your researcher in the personnel table (Employee search)
0 Upload both documents in the Attachments tab

Page 11 of 48
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Correspondents (Coeus Lite will use standard information here unless you change it)

This screen is populated with the names of persons who should receive notice of the HRP correspondence that
Is sent to the investigator.

Click on the Correspondents button in the column on the left-hand side. This opens the Correspondents
window. Add persons who should receive correspondence related to this protocol. Use the Employee Search or
to find and add correspondents, as described in the Investigator/Study Personnel section.

E l CoeuslLite User: Storino, Cheryl L
Current Locks

Coeus Home My Hegotiations My Proposals My COI My IRB Protocols My IACUC Protocols Inbox My ARRA Logout

“General Info

*Organization

“Investigators / Study Corresponrsrs-
Personnel

Correspondents Add Correspondents

Non Employee search
=Areas of Research ml ee Search | Non Employee Search

Funding Source

Subjects
Special Review

=
Other Identifiers

List of Correspondents

Type Name Comments
Others IRB Coordinator Fuhrer, Adam G

ORRC Staff Fuhrer, Adam G

Notes

Attachments
Other Attachments

e Type: Select the Type of correspondent from the drop down menu.
e Save : The selection is saved in the List of Correspondents. (Entries in the Comments section are
optional.)

Areas Of Research (Coeus Lite will use standard information here unless you change it)

No Action is needed. The Areas of Research window defaults to All Research Areas. No other Areas of
Research are to be added at this time.

Page 12 of 48
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Funding Source

Researchers must provide all sources of funding that support the conduct of the research project. Use this tab to
provide the information necessary for the HRP to perform congruency reviews between sponsor proposals and
the IRB protocols.

The entries made in this field are critical_for ensuring that the HRP has the information it needs to perform the
review required by federal regulation and University policy. Specifically, the University will not certify to the
sponsor that the HRP has approved the research and the project funding will not be released until HRP approval
and congruency have been verified with Drexel’s Office of Research.

Select the Funding Source menu item from the column on the left-hand side of the screen.

E—| CoeuslLite User: Storino, Cheryl L
Current L ocks
Coeus Home My Hegotiations My Proposals My Awards My COI My IRB Protocols My IACUC Protocols Inbox

~ ‘General Info

» “Organization

“Investigators / Study
¥ Personnel add Funding Source
 Correspondents 3 Please Select:

Funding Soures

Special Review
Other Identifiers

Notes

Others

Attachments

To search for the funding source for the protocol, select Type from drop down menu.
e Internal funding: Select Unit to denote when the research is funded by departments within Drexel.
e External funding: Select Proposal Development Transmittal when the protocol is fully or partially
funded by an external entity.

Click Search. The Search Window will open.

When searching the asterisk (*) can be used before, after or around a unit name. Click Search.

All protocols will have some type of funding, internal or external.

Page 13 of 48
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Subjects

Select the Subjects menu item from the column on the left-hand side.

E‘ ‘ CoeuslLite User: Storino, Cheryl L

Current Locks

Coeus Home My Hegotiations My Proposals My Awards My COl My IRB Protocols My IACUC Pratocols Inbox My ARRA Logout

“General Info
*Organization

*Investigators / Study
Personnel

Correspondents AP~ subjects

Subjects

Description: —Please Select— v
*Ams ofRemrcn -_
ount: ]

Subjects

Attachments

Other Attachments

Identify and select ALL that is applicable with the subject population from the drop down menu.
The subject populations appears in the Subject line.
The Count field should be populated with the number of persons targeted for enrollment at Drexel University

only. The Subjects screen also helps to identify subject populations that may require special considerations and
protections when participating in research.

Common subject categories

e Children e Children and Adults

e Decisionally Impaired e Female

e Prisoner e Male

e Pregnant Women e Medical Charts

e Fetuses e Other Records

e Students e Surveys

e Adult e Privately Owned Data

e Emancipated Minor e Publically Available Data
e Wards of State

Page 14 of 48
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Special Review

The Special Review screen is to track other protocol related information that may include additional approvals
outside the HRP review.

Click on the Special Review menu item from the column on the left-hand side. This opens the Special Review
window.

E—I CoeuslLite User: Storino, Cheryl L
-

Current Locks
Coeus Home My Hegotiations My Proposals My Awards My COI My IRBProtocols My IACUC Protocols Inbox

*General Info

“Organization Title:

“Investigators / Study sRe‘"e‘m—
Personnel Add Special Review

Correspondents

R CatTOT e EEa e Special Review : | —Flease Select— Approval: |—FPlease Select—

T ST ProtocolNo: | | Application Date: & Approval Date: |

Comments:

Special Review

Save

Notes List of Special Review

Others Special Review Approval Protocol No Application Date Approval Date

Attachments

Select the Special Review type from the drop down menu.

e Approval: Select the appropriate approval status from the drop down menu
e Remember to upload pertinent documents with your protocol submission

The Comments field can include additional notes to help in your Special Review approval, such as if Tenet
Facilities are being used, place the facility name, department and floor being used at Hahnemann University
Hospital.

Click on Save after each entry. All entries will be saved under the List of Special Review.

Other ldentifiers
The Other Identifiers window is not being utilized at this time.

Notes
The Notes window is for any comments regarding this specific submission to the HRP Office

Page 15 of 48
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Attachments

Once all data fields required for the protocol record are complete, it is time to upload the documents that the
researcher must send to the HRP for review and approval.

The Attachments menu item is used by the researcher to upload such protocol-related documents. Click on the
Attachments menu item from the column on the left-hand side. This opens the Attachments window.

f_f | Coeuslite User: Storino, Cheryl L
Current Locks

imCocus oy (HyHeootitions) i Epposdied Ll inrdai L MVC Uiy My IRB Protocals MyIACLCRIotDeols Eenboreeny ElMARRA L L Loopite

g
3
g

*Investigators / Study Aftachmante

v Correspondents

+ Funding Source

v Special Review
Other Identifiers.

_oiericiners_A

Other Attachments
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The researcher must select a Document Type from the drop down box for each item being uploaded for review
by the HRP (the document’s title should be saved the exact same way as the description field instructions).

E‘ ‘ CoeuslLite User: Storino, Cheryl L

Current | ocks

Coeus Home My Hegotiations My Proposals My hwards My COl My IRBProtocols My IACUC Protocols Inbox My ARRA Logout

“General Info

*Organization

“Investigators / Study Attachments
Personnel

Correspondents

Add New Document

“Areas of Research Document Type: Descripton: |
Funding Source i B
Subjects ;

Special Review

Other Idenﬁ-ﬁers

<<= l=1~]= [~]~

Notes
Others

.

Attachments
Other Attachments

e Description Field: Type in the specific HRP document number and title or general description of the
document

e Description Field: Do not use the following invalid characters in document titles or in any free text
field: /@ #$% " N&™*

Description field examples
e HRP 503 Protocol
e HRP 201 Contact Information Form — Researcher’s last name
e Data collection tools

Use the Browse button to search your system files for the appropriate document to be uploaded.

Highlight the document you wish to upload and click Open or double click the file to bring the document into
the File Name field.

Click Save to build the list of attachments.

A pre-review will be performed by the HRP Office before directing to the IRB for review. All incomplete
submissions will be returned to the research team.

Other Attachments

The Other Attachments window is not used during the initial protocol submission.
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Application

Select the appropriate application form from the left hand column in the

Forms tab to complete the required electronic questionnaire. Amendments/Renewals

History
View History

The electronic questionnaire you have to complete depends on the type of send Email

application selected in the General Info section.

Access Permissions

All previous paper versions of our applications are now electronic

questionnaires, including Delete Protocol
e HRP 211 Application for Initial Review Copy Protocol
e HRP 212 Continuing Review Progress Report Print Summary

e HRP 213 Modification of Approved Research

Review Comments

Continue with the questionnaires until Coeus Lite returns a popup stating T

the application is complete N_Standard and HUD
Application Form - Standard and HUD
Previous Modify Start Over
1) How many subjects do you plan to enroll? More
100

2) Is informed consent needed for this study? More
Yes ® No

3) Has everyone invelved in the study completed the appropriate trainings? Note: Standard and HUD Submissions: More

Ensure required CITI and DU trainings are completed and not expired before submitting the protocol to the IRB.
* Yes Mo
Message from webpage >

4) Does anyone on this More

Yes ® No
i | Questionnaire Completed for protocol 1710005676

5) Isfare external site(s H More
Yes ® No

6) Are unapproved dru; More
Yes ® No OK

7) Are approved drugs planned for use in this study? More
Yes ®'No

8) Are investigational devices being evaluated for safety and effectiveness in this study? More
Yes ® No

9) Is a Humanitarian Use Device (HUD) being used? More
Yes ® No
Print
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Submit To IRB

Once the primary protocol information is complete, all documents required by the IRB for review have been
uploaded, and all appropriate questionnaires have been completed, then the researcher is ready to submit the
protocol.

Depending on the type of application, the protocol may be routed to the principal investigator, department chair
or program director, and, for College of Medicine protocols, to the vice dean for research office. All stops
approve the protocol within Coeus Lite, after receiving an email from the platform requesting their review and
approval.

After the protocol has all approvals, Coeus Lite will route your submission to the HRP Office.

To begin the submission process, click the Submit to IRB menu item from the column on the left-hand side.
This will indicate the types of actions that can be performed on the protocol. For new applications, researchers
can only Submit For Review.

E l Coeuslite User: Storino, Cheryl L

Current Locks

Coeus Home My Hegotiations My Proposals My Awards Wy COl My IRB Protocols My IACUC Protocols Inbox My ARRA Logout

*General Info

*Organization
“Investigators / Study
Personnel 0L slagy following actions on this protocol.
Correspondents

'
¥
Protocol Actions

v

14

¢ “Areas of Research

v

¥

v

Submit For Review Submit to IRB for Review.

Funding Source

Subjects
Special Review

Other Identifiers

Notes

Attachments

Other Attachments

‘ Submit to IRB 3
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Validation will be requested. Select OK and OK again.

Fl‘ CoeuslLite User: Storino, Cheryl L

Current Locks
 CocusHome  MyHlegutiations MyProposals  MyMwards  MyCOl  MyIRBProtocols MyIACUCProtocals  Inbox  MyARRA  Logout

*General Info

*Organization
*Investigators / Study
Personnel
Correspondents

*Areas of Research

Funding Source
Subjects
Special Review
Other Identifiers

v
14
v
Y
v
Y
v
14

Notes

<,

Others

Attachments
Other Attachments

Validate

=
Submit to IRB

To Submit To The IRB

Select the submission Type from the drop down box. Be sure to select Initial Protocol Application for a new
protocol. Select To Be Determined from the Review Type drop down box, and Standard from the Type
Qualifier drop down box.

Click the Submit button to submit to the IRB.
The user will receive a message asking whether they wish to submit the protocol. Click OK.

CoeuslLite User: Storino, Cheryl L|

_ Coeustome  MyMegotiations MyProposals  Myfwards  MyCOl  MyIRBProtocols MyIACUC Protocols  Inbox  MyARRA Logout

*General Info

*Organization
Pr~*~ i Submission

“Investigators / Study
Personnel

Correspondents Submission Details
*Areas of Research

§ “Type: |—Please Select— “Review Type: |—Flease Select— | v |
Funding Source Type Qualifier: -—Flease Select-—
Subjects
Special Review

<J<l<1~1~1~ [~

_—
Other Identifiers

Notes

<

Others

Attachments
Other Attachments

Validate

Submit to IRB
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The Protocol Is Now Submitted For Approvals

E—‘ Coeuslite User: Fuhrer, Adam G|

Current Locks

~ CoeusHome My Hegotiations My Proposals My COI My IRBProtocols My IACUC Protocols

+ *General Info : 17_10005680 (Routing In Progress)
“Organizati Skinner, Karen B
< ization B
*Investigators | Study General Protocol Information
¥ Personnel
 Comrespondents Protocol Details
 “Areas of Research Standard
 Funding Source |1I]0c‘mher201?
< Subjects T |1I]0v:[uber20|?
«+ Special Review

“Appliction Dae:
R Num 1:
FOA ApplcationMo:| |

Other Identifiers

Notes

“~

Others

« Attachments

The protocol status will change from Pending/In Progress to Routing In Progress, which indicates that the
protocol is routing for approvals.

Once the protocol has been electronically approved by all appropriate reviewers, the HRP Office will assign the
initial protocol application appropriately.

If the protocol is required to be reviewed at a convened meeting, the on-line submission deadline dates will be
used.

e Example: The IRB meeting may be scheduled for August 8, 2017 but the submission deadline is July 18,
2017. Thus an researcher submits the application on July 17", thinking it will be received by the HRP in
time for the meeting on the 18". However, via the electronic routing, it is waiting for the departmental
chair’s review and signature, who doesn’t approve until July 19th. This causes the protocol to miss the
deadline submission date, and the protocol will now be scheduled for the next IRB meeting of
September 12
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Checking The Status Of The Initial Submission
Once the protocol is submitted, the user can view the status of the protocol in two ways.

From My IRB Protocols, click All Protocols to view the status of the protocols that you are listed as either the
principal investigator or co-investigator of. The Status column will note where your submission current stands

User: Fuhrer, Adam G

Current L ocks
Coeus Home My Hegotiations My Proposals My COI My IRB Protocols My IACUC Protocols Inbox My ARRA Logout

All Protocols | Pending Protocols | Pending Pl Action | Amendments & Renewals | Create New Protocol | Protocol Search | All My Reviews | Schedules |

List of Pending Protocols

1710005705 Title Routing In Progress 24/0ctober/2017
1710005704 Protocol Test #8 Routing In Progress 25/0ctober/2017
1710005703 Protocol Test #7 Routing In Progress 20/0ctober/2017
1710005700 18 Ociober 2017 Routing In Progress 18/0October 2047

From the protocol’s main screen, to view the status of an initial protocol,

amendment or renewal that is being routed for approvals, click the Approval | ¥ ~eneral Info >=
Routing menu item from the left hand column. S =
*Investigators / Study
This will show all the routing steps that are involved in the review and ¥ _Personnel
approval of the submission based on the nature of the protocol and the home | Comespondents
department of the principal investigator. , “Areas of Research
vy Funding Source
/ Subjects
vy Special Review
Common protocol statuses :
Other Identifiers
e Pending/In Progress: Protocol is still in submission process AND Notes
has not been submitted for approvals Others
e Amendment In Progress: Protocol is still in submission process
AND has not been submitted fqr app_rovals o , Attachments
e Renewal In Progress: Protocol is still in submission process AND
has not been submitted for approvals Other Aftachments
e Routing In Progress: Protocol has been submitted for approvals
e Submitted to IRB: HRP has accepted your protocol for review Validath
e Active: Protocol is approved for research activities Approval Routing
e Exempt: Protocol is approved for research activities (as exempt from

IRB review)
o Closed: Protocol has been closed at the institution and all research activities have ended
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REVIEWING REVISIONS REQUIRED BY THE IRB

The HRP Office will notify researchers when revisions are required so that approval of the protocol submission
may be eventually granted. Researchers can view these requests for revisions through Coeus Lite.

From My IRB Protocols, those protocols with outstanding items are listed in the default view, in Pending
Protocols tab. Protocols requiring revisions are assigned a Status noted as either Specific Minor Revisions
Required or Substantive Revisions Required.

E:'_—‘ CoeuslLite User: Storino, Cheryl L

Current | ocks
My Awards My COI My IRE Protocols My IACUC Protocols Inbox Logout

1605004480 Testing Case Study Case Report Pendingiin Progress 09/May/2016
1605004479 Test Protocol 05-04-2016 Pendingiin Progress 04/Mayi2016
1604004470 Test Protocol with MW NG 04-25-2016 Routing In Progress 25/April/2016
1604004468 Test Protocol 04-25-2016 Pendi 25/April/2016
1604004451 Test Protocol outing In Progress A8/April/2016

16040044352 Test Protocol Specific Minor Revisions Reguired A9/April/2016

Responding To The IRB When Revisions Are Requested

The investigator is required to provide a written response to the HRP addressing each of the revisions requested.
A memo or letter from the investigator needs to be uploaded into the system and sent to the HRP as it
sufficiently addresses point-by-point the HRPs request for clarification.

In other cases, however, changes are required to the protocol documents that were previously sent into the HRP
for its initial review. As an example, the HRP may

e 1) Require specific word changes to consent documents

e 2) Require that the investigator change interventions or procedures in the protocol.

In example 1, modifications to the originally submitted consent document must be made and re-uploaded into
the system for review by the HRP. Similarly, in example 2, the original protocol and perhaps the consent
document would require modification and a re-upload into the system for re-review by the HRP.
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Attaching Revisions

To upload the research’s response letter, click on Attachments from the left hand column. From the Document
Type drop down box, select Response to IRB Notification Requesting Revisions. Use the Description to
indicate the response. For example, HRP 502 Revised Consent Form (tracked).

e For any response to pending conditions, you must select Response to IRB Notification Requesting
Revisions as the Document Type regardless of the actual document

e You must upload clean and tracked (redline, highlighted) versions when revising any existing, already
approved document

F_f | CoeuslLite User: Storino, Cheryl L

Current Locks

| CouusHome _ Myliogutilions My Proposals My Awards  MyCOI  My[RBProlacols MyIACUCProtocals  nbox  WyARRA  Logout

+ “General Info

«
o
=
g
g
g

“Investigators / Study Attachments
¥ Personn

add New Document

Document Type: |Response to IRB Notification Requesting r- Description: |HRP 502 Revised Consent Form Version 2

+ Funding Source File Name: C:\Users\|cls69. DREXEL\Desktop|COEUS Test Attach Browse... |
3 OEUS Test docx

| —
i = —— |
Special oview "
Other Identifiers New/Changed Attachments

4
@

£\ - - ENES
E z B 2
g &l 2
PR
i
E.F
\. Y

‘Other Attachments

When all attachments and the response are uploaded, then the response can be submitted back to the HRP. To
do so, select Submit to the IRB from the left hand column; then Submit for Review.

Protocol Actions

You can perform following actions on this protocol.

| Submit For Review Submit to IRE for Review.

In the Protocol Submission window
e Type: Response to Pending Conditions
e Review Type: To be determined
e Type Qualifier: Standard

Protocol Submission

Submission Details

ype: 'RESPONSE TO PENDING CONDITIONS *Review Type: |To be determined

ype Qualifier: | Standard -

Click Submit
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CREATING AN AMENDMENT TO A CURRENTLY APPROVED
PROTOCOL
(HRP-213)

Find Your Protocol

Principal Investigator or Co-Investigator

Ej CoeuslLite

My Hegotiations My Proposals

User: Fuhrer, Adam §

e Click All protocols
tab
e Find protocol either

Current Locks

Coeus Home Inbox

My COI
ing Pl Action | Amendments & Renewals | Create New Protocol | Protocol Search | All My Reviews | Schedules |

My IRB Protocols My IACUC Protocols

My ARRA Logout

All Protocols |

ing Pr [

through number or ~ Fefaiaiaias
title
African Born Women inf HIV Care in Phi hia: Qu ... Pending/in ress
4710005705 Post-operative pain management for routine general surg ... Submitted to IRB. &
1710005704 Adherence to PECARN criteria in trauma patients Submitted to IRE &7
1710005702 Weather influence on pediatric frauma Submitted to IRB &
1710005700 Analysis of Post-Mortem Refrieved Devices and Tissues Specific Minor Revisions Required
4710005698 Reinforcing Nursing/Family Education on the American Ac ... Pending/in ress
1710005696 10 epidemiological review of train injuries in Pen ... Submitted to IRE &
1710005695 A Qualitative of Black Male Engineering Achieveme ... Routing In ress
StUdy Perso nnel 1710005690 Small round blue cell tumors: An educational review Submitted to IRB &
1710005689 Pediatric disparities in freatment of concussion Submitted to IRB &'
° CIle the Proto COI 1710005688 Clinical and Microbiological Outcomes Associated with V ... Pending/In ress
Search tab
e Inthe search window, enter some identifier to find your protocol (such as protocol number, investigator,
etc.)

0 Note that it is a best practice to use * when searching, so for my protocol, | typed *1710005674*
o This allows Coeus Lite to search for any possible keyword combinations

User: Fuhrer, Adam G|

Current Locks

Coeus Home My Negotiations My Proposals My COI My IRB Protocols My IACUC Protocols Inbox

ing P1 Action | &

My ARRA Logout

All Protocols | Pending Protocols |

| Create New Protocol | Protocol Search | All My Reviews | Schedules |

Please enter search criteria of the form *value™ or *value or value® in any of search fields.

Protocol No: [*i710005674* x
Title:

Protocol Type: |
Protocol Status: |
Investigator: |

L<lL<]

Search Cancel

1710005679
1710005676
1710005675
1709005674
1709005673
1709005672
1709005671

1709005670
a
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Create An Amendment
Click New Amendment

¢ In the protocol screen, click New Amendment
o This is located towards the bottom of the left hand column

Best practices

¢ Avoid clicking New Renewal with Amendment as this will force you to complete a renewal along with
your amendment

e Coeus Lite will only process one modification at a time, so if you submit another, the system will not
process, nor will your HRP coordinator review, until the immediate amendment has been approved

¢ *General Info 1710005674 (Active - Open to Enrollment) Expiration Date: 101572018
< — Last Approval Date:
 “Organization B Meeting Date: 101672017
*Investigators / Study General Protocol Information
¥ Personnel
 Comrespondents Protocol Details
o “Areas of Research Standard
» Funding Source ‘Iﬂ Protocol #4 : ‘
+ Subjects Desertion: ‘descr'piion "‘
~ Special Review hd
» Other Idenli-ﬁers *Application Date:  |10/06/2017 Approval Date: 10/16/2017
[ otes ReferenceNumt: | | ReferenceNum2: | |
FDA ApplcationNo: ||

Others

Attachments

Other Attachments
Validate

Submit to IRB
Approval Routing

¢ ViewHistory

Amendment -
New Amendment )

Send Email

 Access Permissions

Copy Protocol

Print Summary

Application Form -
¥ Standard and HUD
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Amendment Summary

e After you click New Amendment, the Amendment Summary box will appear

o Type what you are modifying

= Ifadding or removing personnel, mention that researcher’'s name in the text box
e Anything that you are modifying that corresponds to an area in the left hand column matches with the
click boxes below the Amendment Summary box

o So for my amendment, | am adding a site
Adding a site requires a change in the protocol
A new protocol means | have to upload a new attachment
So the click box | want is Add/Modify Attachments

O OO

*General Info
*Organization
*Investigators / Study Amendment Summary:

Personnel Revising the protocol fo include an additional site (University of Scranton) for subject recruitment
Corespondents

*Areas of Research

Funding Source
Subjects

Special Review
Other Identifiers
Notes
Otfers

["| General Info ["] Organization ["] Study Personnel

[|Correspondents ["] Area of Research []Funding Source

e ["|Subjects ["] Special Review []References

/| Add/Modify Attachments | | Others

["| Application Form - Standard and HUD

Save

Submit to IRB

View History
Amendment Summary >>
Send Email

e Click Save
0 When Coeus Lite saves, your protocol number gets additional, post approval identifiers
= For amendments, your protocol number will have an A followed by the number of
amendment that this is
Protocol status (by protocol number) is Amendment in Progress

101572018

*Type: Standard
*Title: Test Protocol #4 ~

v
oo ‘descrpimn. \/:‘
*Application Date: | 10/06/2017 Approval Date: 10M16/2017
Reorsncemumt: | | Retrencemum2: ||
FOA ApplcationNo: |
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Make Your Changes

¢ Inthe left hand column, select whatever area you
need to change

e For my amendment, | would click Attachments to
upload the protocol

Best practices

e Any revision to an already approved documents requires
o0 A tracked version of the new document compared to the
original
0 A clean version with accepted changes
e Forgetting to attach either document will result in your
amendment being rejected

To attach new documents

e Click Add New Document

Attachments in Original Protocol

*General Info ==
*Organization

*Investigators / Study
Personnel

Comespondents
*Areas of Research

Funding Source

Subjects

Special Review
Other Identifiers

SIS SISl S IS s

Other Aftachments

Validate

Submit to IRB
L —

Document type

¢ Always select HRP-213 Modification to Approved Human Research Form when uploading any

document for a modification regardless of what it is

Attachments

Ads Lew Document

Cancel

Attachments in Original Protocol
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My revised protocol is attached in two versions

e Clean
e Tracked
A B DD
Document Type: |—Please Select— Description: |
File Mame: Browse._
Save Cancel

HRP-213 Modification to Approved Human Research FormHRP 503 (clean)
PM
HRP-213 Modification fo Approved Human Research FormHRP 503 (tracked)

Original Protoco

Amendment application

When you are done modifying your protocol, either
through attaching new documents and or editing the left hand
column areas, your next step is to complete the application.

e The application is at the bottom of the left hand
column, in the Forms sections
o HRP 213 Modification of Approved Research
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Amendment application

e Complete the application answering yes or no to the questions
o Depending on your response, you may receive more questions for clarification

HRP 213 Modification of Approved Research
Amendment/Renewal Questionnaire
Previous Modify  Start Over

1) Are subjects currently enrolled? More
COves CNo

2) Is the protocol permanently closed to enroliment? More
COves CNo

3) Have all subjects completed all protocol-related interventions? More
COves Mo

4) Is the collection of private identifiable information completed? More
COves Mo

5) Will the current subjects be notified of these amendment changes? More
Cyves CNo

Save & Proceed Print

You will receive a pop up knowing questionnaire is completed

Message from webpage

A Cuestionnaire Completed for protocel 17100056744002
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Submit to IRB 7
e To submit for approval routing v
i i i *Investigators / Study
e Click Submit to IRB in left hand column / i
e Then _ _ , Comespondents
0 Submit for Review .
o OK < ‘Areas of Research
o OK < Funding Source
/ Subjects
vy Special Review
vy Other Identifiers

Motes

Attachments

Other Attachments

Submit to IRB

Protocol Submission Window

e Once submission is initiated, the last window is the Protocol Submission window
o Type
o Modification of Approved Protocols
e Review Type
0 To be determined
e Type Qualifier
o Standard
e Once you click Submit, Coeus Lite will ask you to confirm

Protocol Submission

Submission Details

MODIFICATION OF APPROVED PROTOCOL
> | Standard
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Approval Process

e You will know when your amendment has been submitted to the principal investigator for approval

when your status changes to Routing in Progress

Protocol #:

171000567,

(Routing In Progress)

Expiration Date:

10152018

“Type: |Standard

*Title: Test Protocol #4

Descrivtion: ‘descr'pliun. ‘
*Application Date: | 10/06/2017 Approval Date: 10M6/2017
e Roeroncemumz: [
FonAppicatonto:

e To check the approval status
0 You can click Approval Routing to see where your
submission stands
= Approval Routing will only show after
you Submit to IRB

e If you are the principal investigator
0 You can click Approval Routing to approve
= QOptions are
e Approve
e Reject

Amendments only need the principal investor to approve

e Principal investigator will receive an email alerting them
that they have an approval waiting

Once the principal investigator approves, HRP will received your
request and begin the review process
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CREATING A RENEWAL OR FINAL REPORT
(HRP 212)

Use this submission type to request a renewal (continuing review) or to close a protocol (final report) for a
currently approved research protocol.

Click on My IRB Protocols.

Click on All Protocols to see the full listing of protocols that are already approved. Select the protocol you wish
to work with. The information can be sorted by clicking on any one of the column headings. Example:
Expiration dates may be sorted in ascending/descending order by clicking on the column heading Expiration
Date.

E—‘ CoeuslLite User: Storino, Cheryl L
Current Locks

Coeus Home My Hegotistions My Proposal My Awards My COI My IRB Protocols My IACUC Protocols Inbox My ARRA Logout

All Protocols Pending Protocols | Pending Pl Action | Amendments & Renewals | Create New Protocol | Protocol Search | All My Reviews | Schedules |
1606004506A001  Title of the Protocol Il Submitted to IRB & 20/June/2016 TYIRELT e
1606004506 Title of the Protocol Il Active - Open to Enrollment 20LJune/2016 19/June/2017
1605004503 Standard Submission Test Pending/ln Progress
1605004502 Case Report Case Study Test Pending/In Progress
1605004500 Title of the Protocol Pending/In Progress
1605004495 test protocol case study/ case report Routing In Progress
1605004493 Testing Case Study / Case Report Questionnaire 05-24-16 Pending/ln Progress

Or you can select Protocol Search and search by using the base protocol number. A partial entry may be made,
with an asterisk used as a wildcard when placed before or after the partial entry.
e Ex. *0123*

Click Search

f%Promcol Search - Internet

@ https://coeus.irttest.drexel.edu/coeus//protocolSearch.do?type=Protocol &search=true&searchName=ALL PROT ﬂ

*  Please enter search criteria of the form *value* or *value or value® in any of search fields.

I
Protocol No:[+12341 ) ® Protocol Type: v
itle; Protocol Status: hd
Expiration Date: Investigator: |
Funding Source:
Search | Cancel | I
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Renewal/Final Report Application '
¥ History
vy View History
Letter of Reliance Approved Protocols New Renewal with
e When Drexel University is not the IRB of Record, an electronic Amendment
HRP-212 is not required to be submitted until study closure. New Amendment

Principal investigators need only provide the Drexel University HRP New Renewal
with a copy of the approved renewal documents (including the 7 .
continuing review approval letter) provided by the IRB of Record. TITEEE

vy Access Permissions

Click the New Renewal button from the column on the left-hand side. Copy Protocol
The Renewal summary window opens. Print Summary
The Renewal Summary box is to include the type of continuing review Review Comments
request you are submitting for review and approval:

e Active and Open to Enrollment Forms

e Continue for Data Analysis Only Application Form -

e Continue for Follow Up of Subjects Only Standard and HUD

AND INCLUDE
e Progress report of what has happened with study since last approval

Renewal Summary:

In January 2017, after IRB approval, the co-investigator contacted principals, teachers and students at Delanco Elementary, Holy Cross High
School and University of Scranton to ask them to identify teachers in the core content areas who made innovations to their instruction. Principals
from two of the three schools and the Director of Technology and Innovation responded with the names of 60 teachers. In April 2017, the
researcher invited all 60 teachers to paricipate in the first phase of the research study by completing the demographics and background,
innovation and mindset quesfionnaire via a link to Qualirics. Those 45 teachers who completed the questionnaire were invited to pariicipate in
phase two of the research study: interviews. In August 2017, 21 teachers participated in either focus group or individual interviews. Data
collection and data analysis has concluded

Save |

Click Save. The Renewal has been created.

Note an ROOx suffix is applied to the protocol number. This refers to the sequential number of renewals for that
particular protocol. The R suffix is dropped once the renewal is approved by the IRB.

Protocol #: 171000567 4R001 newal in Progress) Expiration Date: 10/15/2018
Investigator: ¥ Last Approval Date:
Title: Test Protocol #4

Protocol Organization
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Uploading A Document For Review

Select the Attachments tab from the left hand column. This opens the Attachments window to upload the
required clean copies (unstamped) of all previously stamped approval documents (consent forms,
advertisements/brochures, surveys, data collection tools, etc.)

¢ Clean copies are not required if the protocol is permanently closed to enroliment.

E } CoeuslLite User: Storino, Cheryl L
Current Locks

ECoousllomol (FyHeactistions] ARk Eionossladl ERhiiverdais) EERHECOIRES My IR Protocols Byl ECUCEICiocels RERInborie IR MARRARE Eloocuiia]

» Organization

“Investigators / Study Attachments.
el

" Correspondents
~ “Areas of Research Attachments in Orir® .al Protocol

FIED S5 I —

" Special Review
Other Identifiers

Click Add New Document to upload a new document. From the Document Type drop down box, select HRP-
212 Continuing Review Progress Report Form. Use the Description to indicate the document. For example,
HRP 502 Consent Form (unstamped).

e For any document attached with your renewal/final report, you must select HRP-212 Continuing
Review Progress Report Form regardless of the actual document

E } CoeuslLite User: Storino, Cheryl L

Curmrent Locks

| CoeusHome _ MyHegotiations _MyProposals _ MyAwards  MyCOl  MyIRBProtocols MyIACUCProtocols  Inbox | MyARRA Logout

*General Info

*Organization

*Investigators / Study Attachment=
Personnel

(ST e Add New Document

“Areas of Research Document Type: [HRP-212 Continuing Review Progress Rej| v | Description: [HRP-212 Continuing Review Progress Report Form
Funding Source File Name: C:\Users|cls69. DREXEL\Desktop\COEUS FOLDERS| Browse... |

Subjects ; & iRP-212 Continuing Review Progs Report 06-20-2016.pdf

= . —— |
Special Review m _ Cresle—

Other Identifiers. Attachments in Original Protocol

Notes [

Others

Attachments
Othar Attachmants
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Renewal/Final Report Application

The renewal/final report application is at the bottom of the left hand column, in the Forms sections

o HRP 212, Continuing Review/Final Report

Application

e Complete the application answering yes or no to the questions
o0 Depending on your response, you may receive more
questions for clarification

HRP 212, Continuing Review/ Final Report

Amendment/Renewal Questionnaire
Previous  Modify  Start Over

1) Has the study been updated in ClinicalTrials.Gov? More
® Yes No

2) Is this submission a Confinuing Review ? More
Yes ® No

All must be applicable for a final mport £ Research permanently closed to enrollment at this organization ; All

subjects enrolled at this i all ch related inter il and interactions, including
interventions and interactions related m collection of long-term follow-up data ; No aﬂdmonal identifiable private
3) information about the subjecis is being obtained by this c 'S Analysis of private identifiable More
information at this organization is (This is i even if a statisti center at another organization
Message from webpage oy

1)

| = Questionnaire Cornpleted for protocol 1710003674R001

9)

6)

oK

7) NumbDer Of Subjects enrolied SINce last approval? More
0

Total number of subjects enrolled study wide? This is applicable when the Pl is enrolling or receiving data from
multiple subsites.

0

8) More

9) Total number of subjects approved for ? More
0

1 the i il i must be for enrolled 1l ofa i at the
10 jnvestigators site(s). Lo

® Yes No
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Submit to IRB 7
e To submit for approval routing v
i i i *Investigators / Study
e Click Submit to IRB in left hand column / i
e Then _ _ , Comespondents
0 Submit for Review .
o OK < ‘Areas of Research
o OK < Funding Source
/ Subjects
vy Special Review
vy Other Identifiers

Motes

Attachments

Other Attachments

Submit to IRB

Protocol Submission Window

e Once submission is initiated, the last window is the Protocol Submission window

o Type
o Continuing Review
e Review Type

0 To be determined
Type Qualifier
o Standard
Once you click Submit, Coeus Lite will ask you to confirm

Protocol Submission

Submission Details

ype: | CONTINUING REVIEW *Review Type: |To be determined

ype Qualifier: | Standard -
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Approval Process

e You will know when your amendment has been submitted to the principal investigator for approval
when your status changes to Routing in Progress

101572018

Protocol #: 171000567 4 {Routing In Progress)
Investigator: Riviello, Ralph J

Title: Test Protocol #4

General Protocol Information

* Indicates Mandatory Fields
Protocol Details

*Type: |Standard

*Title: Test Protocol #4

Description: description.

*Application Date:  |10/06/2017 | Approval Date: [10186/2017 |
Reference Num 1: | | Reference Num 2: | |

FDA Application No: |

¢ *General Info >
< *Organization
e To check the apprc_)val status _ “investip 7 Study
0 You can click Approval Routing to see where your ¢ Personnel
submission stands _ , Comespondents
= Approval Routing will only show after .
you Submit to IRB ¢ “Areas of Research
, Funding Source
e If you are the principal investigator / Subjects
0 Youcan cll_ck Approval Routing to approve , Special Review
= Options are ;
o Approve , Other ldentifiers
e Reject Notes

Others

Renewals/final report need the principal investor and department v A nts

chair or program director to approve Other Attachments
o Approver will receive an email alerting them
that they have an approval waiting

Once the principal investigator and department
chair or program director approves, HRP will received your
request and begin the review process
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NOTIFY IRB
(HRP 214)

“General Info
*Organization

*Investigators / Study
Personnel

Corespondents
*Areas of Research

The Notify IRB functionality is used when a member of the research team
needs to notify the HRP of a specific research activity or event, such as
reportable new information (HRP 214).

Bring up the protocol that you wish to submit a report on by using the
standard protocol search function.

Funding Source
Subjects
Special Review
Other Identifiers

Open up the protocol and select Submit to IRB from the left hand menu.
This brings up the list of possible Protocol Actions that can be performed
on the protocols. Select Notify IRB.

4
4
4
4
4
4
4
4
4
4

Protorn! Actions

Send notification to the IRB for this Protocol

Send a request to close enrollment for this protocol.

> i Send request to change study status to data analysis only.
Request to Close Send a request to close this protocol
Reqguest for Suspension Send a request for suspension of this protocol.

RCED .

o Ep—
A LT L)

Using the drop down box, select the appropriate Notification Type: HRP-214 New Reportable Information.

nlofify IRB

‘ Notification Type:  |HRP-214 New Reportable Information

[10/25/2017

Save Cancel

No documents are uploaded for the selected protocol.
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Provide comments regarding the report in the open box.

Upload the cover memo and monitoring reports, DSMB reports or others as appropriate from your computer
files. Using Browse, upload the document you wish to send to the IRB from your computer files. Click Save
Click Save Submission Details.

Notify IRB

Motification Type: |HRP-214 New Reportable Information
HRP 214 - subject passed out during blood draw and admitted to the hospital for evaluation.
iy
Comments:
W
Action Date: 1002512017 | E
Add Attachment

Description : | |

Attachment:

Bl anhe =
Description Last Updated

HRP 214 fom 10/252017 01:30 PM

‘ Save Submission Details

Cancel

Fuhrer, Adam G

Click Complete Submission from the left hand column to submit the Notify IRB item to the HRP for formal
review.

= e
‘

+ Submission Details >* Notify IRB
= —
omplete Submission ficati :  [HRP-214 New Reportable Information

HRP 214 - subject passed out during blood draw and admitted to the hospital for evaluation. |

Save Cancel

Description Last Updated Updated By
HRP 214 form 1072572017 01:30 PM Fuhrer, Adam G

Save Submission Details

Click OK (to save the submission) and OK again (to submit the submission).

The HRP 214 is now submitted to the IRB.
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CONNECTING OFF CAMPUS (VPN)
VPN Access For Windows

The Cisco AnyConnect VPN Client is available through the Drexel University AnyConnect VPN.

Installation Instructions for the Cisco AnyConnect VPN client for Windows
1. Visit https://vpn.drexel.edu/

2. Select the group "DrexelVPN" (usually the default option). Enter your Drexel University
username (abc123) and password. Click Login.

=

ify Drexel ¥PN Login

Flease enter your username and password:

GROUP: | DrexelVPN v |
USERNAME: | |
PASSWORD: | |

Login

3. Click Start AnyConnect to begin the installation of the client and connect to the VPN service.

ﬁg Drexel VPN

@ httpll

[ AnyConnect |

%  start AnvConnect
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4. AnyConnect will try to install the client on your computer automatically. If unsuccessful, follow
the prompts to install the package on your machine.

AnyConnect Secure Mobility Client

CISCO
f§, WebLaunch Manual Installation
Web-based installation was unsuccessful. If you wish to
Platform install the Cisco AnyConnect Secure Mobility Client, you
| - Detection may download an installer package.

Install module(s) below in the listed sequence. Platforms
supported: Windows Desktop

AnyConnect VPN
Alternatively, retry the automatic installation.

~| - Java Detection

- Download

Download
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Launching The AnyConnect Vpn Client From The Windows Start Menu

Once installed you can launch the Cisco AnyConnect Client from the Start Menu.
Launch the program via the Start Menu by going to:

Start -> (All) Programs -> Cisco -> Cisco AnyConnect VPN Client -> Cisco AnyConnect Client (see
image below)

|ﬂ Cisco AnyConnect WPM Client

Select the group "Drexel VPN" (usually the default option). Enter your Drexel University username
and password. Click Connect.

’\'ﬁ;' Cisco AnyConnect Secure Mobility Client — *

Ready to connect.

| vpn.drexel.edu Connect

You will see the following icon in your system tray when you are successfully connected to the VPN
service.
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Disconnecting From The VPN Service

Best practices advise to always log out when you no longer need to access the internal Drexel network.

1. Disconnect via the Taskbar

Right-click on the icon and select Disconnect

Open AnyConnect

" Show Connection Motices
VPN

Disconnect

About
Quit

2. Disconnect via the AnyConnect Client

Open the AnyConnect Client from the Taskbar (left click) and select Disconnect

Disconnect

IPv4
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VPN Access For Macintosh OS

The Cisco AnyConnect VPN Client is available through the Drexel University AnyConnect VPN.

Installation Instructions for the Cisco AnyConnect VPN Client for Mac OSX

1. Visit https://vpn.drexel.edu/

2. Select the group "DrexelVPN" (usually the default option). Enter your Drexel University
username (abc123) and password. Click Login.

b
i

:.Iy Dvexel ¥PN Login

Flease enter your username and password:

GROUP: | DrexelVPN |
USERNAME: | |
PASSWORD: | |

Login

3. Click Start AnyConnect to begin the installation of the client and connect to the VPN service.

ﬁ Drexel VPN

'@) nttpl

[ AnyConnect |

’5’ Start AnyConnect
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4. AnyConnect will try to install the client on your computer automatically. If unsuccessful, follow
the prompts to install the package on your machine.

thialr AnyConnect Secure Mobility Client

CISCO

f§, WebLaunch Manual Installation

Web-based installation was unsuccessful. If you wish to
install the Cisco AnyConnect Secure Mobility Client, you

AN may download an installer package.

“ - Detection

Install module(s) below in the listed sequence. Platforms
supported: Windows Deskitop

AnyConnect VPN
Alternatively, retry the automatic installation.

~*| - Java Detection

- Download

Download
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Launching The AnyConnect VPN Client From The Applications Folder

1. Go to your Applications folder. Select the Cisco folder. Select the AnyConnect Client icon.

Cisco An...PN Client Uninstall...Connect Open in Finder

2. Enter your Drexel University username (abc123) and password. Make sure DrexelVVPN is
selected for the Group.

[ N Cisco AnyConnect VPN Client
il | hal I L ]
Connect to: vpn.drexel.edu T_:I c15¢0
Croup: DrexelVPN [
Username: qugBi4
Password: [e—
f Connect |

Version 2.4,1012
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Connected ta  von drexel edu

Connection Duration:  00:01:19

Chent Address 144 1183168

Server Address 144, 118.1.104

Client Addreds PaE)  Not Available

Byres et 160

Bytes Received 12730
nmEEtian

B Details...

!lllrllh
CI5CO

| Disconnect )

-

Versign 2.4.1002

Disconnecting The AnyConnect VPN Client

Always Log Out When Finished. Double click the AnyConnect icon on the dock to open the
client dialog box (above). Click the Disconnect button. This will terminate the secure connection
to the internal Drexel network.
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