

MUSC IBC eProtocol Investigator Guidance   		March 2018
[bookmark: _GoBack]IACUC/DLAR/IBC Electronic registration system. 
GENERAL REMARKS	2
NEW PROTOCOL – Initial Submission	2
Submitting an Amendment	7
Submitting a Continuing Review	8
Linking to your IBC protocol from the IACUC side	10
Flow Chart overview of eProtocol IBC sections	13



[bookmark: _Toc509298424]GENERAL REMARKS  
1) You must allow pop ups in your browser in order for eProtocol to work properly. Deactive any pop up blockers. 
2) Avoid running eProtocol in Internet Explorer since it has some compatibility issues. Chrome and Firefox are preferred. 
3) When flipping back and forth through eProtocol, do NOT use the back button in your browser, as you will get an error message! [1] Instead, use the menu bar [2] within eProtocol to go back/forth! 
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[bookmark: _Toc509298425]NEW PROTOCOL – Initial Submission
a. Log in with your MUSC NetID to  https://eprotocol.musc.edu  
b. [bookmark: bookmark1][bookmark: bookmark0]Select your role [3]  to be “Investigator”. Then click on IBC tab [4] 
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c. Click “Create Protocol” [5], to start a new protocol. A new window will pop up. Provide a study title and make sure the IBC check box is clicked [6]. Click the radio button [7]. This starts the protocol to be formed. 
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d. Provide a project title [8]. If the PI also serves as Lab Safety Representative, you can leave this field blank [9]. To add a Lab Safety Representative, look up the name by clicking on the binoculars icon [10].  Then click “Create Protocol” [11]. 
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e. A new window will be created. PI and personnel can be updated in this new window. Make sure that you, as the person filling out this form, are listed somewhere on the protocol, otherwise you will not have the correct privileges to be able to complete this form. 
f. To navigate this protocol, use the Previous and Next buttons on the top right [12]. Do NOT use your browser’s back/forward buttons as it will give an error message. [image: ]130
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g. You can also move around in the protocol by using the links in the blue left column. [13] 
h. Please read the help text on top carefully, as it will guide you through the questions [14 + 15] on that page.   There is also ample help specific to the page you’re on by clicking on the Help button [16]: 
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[bookmark: _Toc509298426]
Submitting an Amendment 
a.  Log in with your MUSC NetID to  https://eprotocol.musc.edu  
b. Select your role to be “Investigator”. Then click on IBC tab 
c. Scroll down to “Approved Protocols” and click on the correct Protocol ID
d. A popup window will open up: Select “Start Amendment” 
 [image: ]1

e. If you don’t see “Start Amendment”, or “Start Continuing Review” it means you already have an amendment in the works. Only one amendment can be open/active. To start a new amendment, the outstanding amendment will have to complete the review cycle. To finish the amendment, click “Open in Edit Mode” 
f. Follow the instructions for the amendment as described in the new window. 
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g. For help with the form, go back to NEW PROTOCOL – Initial Submission

[bookmark: _Toc509298427]Submitting a Continuing Review
a.  Log in with your MUSC NetID to  https://eprotocol.musc.edu  
b. Select your role to be “Investigator”. Then click on IBC tab 
c. Scroll down to “Approved Protocols” and click on the correct Protocol ID
d. A popup window will open up: Select “Start Continuing Review” [1] 
 [image: ]1

e. If you don’t see “Start Amendment”, or “Start Continuing Review” it means you already have an amendment/continuing review in the works. Only one amendment/continuing review can be open/active. To start a new amendment/continuing review, the outstanding one will have to complete the review cycle. To finish the amendment/continuing review, click “Open in Edit Mode” 
f. Follow the instructions for the continuing review as described in the new window. For  Annual Renewal click this box [2] 
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g. Section 4: If you indicated No for ALL the items listed below, you can click Submit Form. 
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h. Section 4: If you indicated Yes for any of items below, you will need to make corresponding changes in the form itself by submitting a new amendment (after the Continuing Review is approved by the IBC). Changes in rooms (pending satisfactory inspection) or personnel (pending completing of biosafety training) can be made in the Continuing Review itself. To do that, you click Next (bottom right) and select the appropriate section from the left hand column to update. When everything is updated, you click Submit Form. 
i. For help with the form, go back to NEW PROTOCOL – Initial Submission
[bookmark: _Toc509298428]Linking to your IBC protocol from the IACUC side 
1) In the IACUC protocol, go to “Special Considerations” [1]
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2) Scroll down to Question 3 and click Yes [2]. Then click Add [3].3
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3) A new popup window will open. 
a. 3.a.1 – From the dropdown list, select the PI on the IBC protocol. 
b. 3.a.ii – First select the relevant IBC protocol number from the dropdown list [4]. Second, click on the binoculars symbol [5]. This opens up a new window listing the procedures you created in the IBC protocol.  
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4) From the popup below, select the relevant rows [6] that you want to include in your IACUC protocol. You can only click one row at a time. Then hit Save [7]. 
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5) Items 3.a.iii-v in the popup window below are now automatically filled out [8]. Answer 3.a.vi [9] and vii and hit Save [10]. 
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6) To add additional procedures to the list “Special Considerations” Question 3, go back to step [3] above and repeat. 
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[bookmark: _Toc509298429]Flow Chart overview of eProtocol IBC sections
Some sections of the protocol will remain locked unless a particular question is answered in a way that requires that part of the form to be filled out. Then, the section will become unlocked [image: C:\Users\karteny\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.IE5\FKROL90K\unlock[1].jpg]  : 
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eProtocol » Investigator » Home

Press the IACUC tab for IACUC Protocols. Press the IBC tab for IBC Protocols.

The buttons on the right provide the option to create a new protocol, clone an existing protocol, or delete a protocol from the investigator
dashboard. If you want to work on an existing protocol that has not been submitted for review, click on the protocol link in the Protocol 1D
column. Once submitted, the protocol cannot be edited until it is returned to you for a response. You can always view the protocol regardless of

“Red asterisks are required fields. If you make an error on a given page, you can neither save the contents of that page nor move to another
page until you have corrected the error. You may close the page, but the contents will not be saved.

Create Protocol Clone Protocol Delete Protocol
1acUC
Protocols (In Preparation / Submitted) 6
NEW 6
Protocol D Principal Investigator Title Protocol Event Panel Meeting Date
1BC-2016-00193  Karten, Yashmin Test2 YK comprehensive Resubmit the Protocol 1BC Admin
1BC-2016-00303 Karten, Yashmin August 2016 version CONTINGENT 1BC 2017/03/05

IBC-2016-00316  Karten, Yashmin TEST Yet to Submit to IBC
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Principal Investigator*
Name *

Karten, Yashmin
Email *
karteny@musc.edu
Department *

Select One
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IBC - IBC Research Application Protocol ID: IBC-2017-00347 (Karten, Yashmin)

Protocol Information

Save | Spell Check | Help [Close

The Principal Investigator
The Principal Investigator
The Principal Investigator

NOTE: PROTOCOL QUESTIONS AND INSTRUCTIONS ARE IN BOLD BLUE TEXT
INVESTIGATOR RESPONSES ARE IN BLACK TEXT.
Click Next to advance to every section of the protocol. Every time you click Next, your changes will be saved.

PRINCIPAL INVESTIGATOR

The Prlnclil Inveslliator can view, edit, and submit irmoool

Name * Degree(s)
Karten, Yashmin =Y |
Email * Office Phone *
karteny@musc.edu 843-792.6521
Office Location (Bldg/Room) CelliHome Phone *
Lab Location (Bldg/Room) Lab Phone
Department Urgent Notification Preference
Select One v || SelectOne v
Training Details
Course Completion Course
Course ID Course Date Expiration Date
109599 Member of the IBC 5/6/2015 1/1/1900
109599 Member of the IBC 5/6/2015 3:06:20 PM
109597 Personnel on an IBC Registration 5/6/2015 2:42:06 PM
109598 Nurse or IDS Staff Member 5/6/2015 2:12:45 PM
109600 Animals in Biosafety 5/6/2015 3:06:20 PM
109596 Principal Investigator o Lab Safety Representative 5/6/2015 2:49.08 PM
109601 Human Subjects Biosafety 5/6/2015 2:53:10 PM
109913 Dual Use Research of Concerm (DURC) 5/6/2015 2:58:29 PM
108744 Select Agents Biosecurity and Bioterrorism 5/6/2015 2:58:29 PM

LAB SAFETY REPRESENTATIVE
The Lab Safetv Representative can create view edit and submit protocol. Click the Add button to add multinle
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IBC - IBC Research Application Protocol ID: 18C-2016-00013 (Johnson, Christna)

Save | Spell Check | Help |Close

An IBC protocol can be either a "Storage only" OR an "Active Use" protocol (for guidance
see Help in top right comer of this window). If you click Yes for question 1, the protocol will
become a "Storage only" protocol. For active use of agents, click No for question 1 and
click Next

Storage of microorganismibiological toxin

‘The IBC maintains an inventory of all microorganisms and biological toxins present on campus. Please list
‘any agents that are not being used, but held i storage, below. Once you pian to actively use one of the
agents entered below in research, please submit an amendment to remove the agent from this section and
‘move it to a new IBC application or add it to an existing IBC application by amendment.

1. Wityou b keeping ny microrgaisms andior boogicalosinsnsorage, .
e e v
e conpits et bW
Meroorganisms

1.__1dentify the microorgansims you are ing to keep in storage only (not using in research)

Please click on Add to add Biological Toxins
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Approved Protocol Decision
Please select any one of the following:

Open in View Mode
Protocol Detalls

Start Amendment

Start Continuing Review
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Amendment
INSTRUCTIONS

Amendments to registrations must be submitted for IBC approval prior to making a change in personnel,
‘agents, procedures/practices, and facilities.

1. Reason for Requested Amendment:
‘Addidelete principal investigator/lab personnel

Update locations/inspection date

Adddelete storage of viral vectors, microbial agents and/or toxins

Addidelete use of recombinant/synthetic DNA molecules, viral vectors, microbial agents andior
toxins
Amend scope of work or procedure involving registered agents

Addidelete the use of human subjects
Addidelets the use of animals
Addidelete Dual Use Research of Concem involving registered agents
2. Summary of Changes

asd

[SI=ISIS]

[SI=ISIS]

3. Justification of Changes
ddf

Make Changes in Protocol
Make changes to the information in the protocol by clicking on the approptiate section/link on the left side

menu. You do NOT need to distinguish between existing information and additional information.
List of Sections (and questions) that have been changed/modified

If you would like to make changes to the information in the protocol, add/modify a procedure, etc., click on
the appropriate sectionlink on the left side menu.

No Updates available for current version

EER Nex: )
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Funding
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Check For Completeness
Submit Form

Print View

Email History
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Protocol Title: Test 2 YK comprehensive

Save | Spell Check | Help | Close

Previous

If the page does not load, right click with your mouse (MAC users press control-click) and select
Refresh/Reload.

Continuing Review

As required by federal regulations all protocols must undergo periodic review. Following initial approval, an
Annual Renewal is due prior to the first and second anniversaries of the approval. Once every three years a
de novo review (3rd Year Renewal) of the protocol by the IBC. Re-inspection of the laboratory/clinic facilities
by the Biosafety Officer (contact info) is required every two years.

Section 1: Type of Renewal * (please check one):

Annual Renewal
Please carefully review your current, approved registration in conjunction with completing this Continuing Review.
You will want to be sure that your IBG registration is accurate and that you are in compliance.

3rd Year Renewal

The third year renewal of a registration can only be done by submitting a new IBC registration for de novo review
by the IBC. PI's are encouraged to re-evaluate the protocol and make changes as needed in the new registration
fthis is the third year, do not complete this form, but instead submit a new IBC protocol

Allow sufficient time for the protocol to be reviewed and approved by the IBC. Failure to allow enough time for
review and approval of a Third Year Renewal by the protocol expiration date will result in automatic suspension of
the protocol and all ts related activities including spending against sponsored awards untiltis approved by the
BC
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[[] Not started, but will be initiated this coming year
[[] Closed (if closed, specify date of closure)

Section 3. Notification of significant problems
Have you reported "significant problems, violations of the NIH Guidelines" or "any significant

research related accidents and ilnesses" or any new information bearing on the NIH Guidelines
to NIHIOBA since the time of the initial approval of this application or the last continuing review?

Yes  No

Section 4. Changes

Please indicate for EACH item listed below if any change (this includes additions, deletions, and other atterations) from
the currently approved application was made in the past year or is planned for the coming year. Any items marked Yes
below, requires submission of an amendment, which can only start after the Continuing Review has been processed
and approved

1. General Information
. Principal Investigator

b. Laboratory Safety Representative/Manager [] Yes [] No
c. Laboratory Personnel [] Yes [] No
2. Locations
a. Rooms, Hals, other Space, or inspection dates [] Yes [] No
3. Storage
a. Microorganisms [] Yes [] No
. Biological Toxins [] Yes [] No
4. Protocol Information
a Summary [] Yes [] No
b, Research Activities:
1- recombinant/synthetic nucleic acid molecules [] Yes [] No
2-viral vectors [] Yes [] No
3- microorganisms [] Yes [] No
4- biological toxins [] Yes [] No
5- human subjects [] Yes [] No
6 - animal research [] Yes [] No
. RiskAssessment [] Yes [] No
d. DualUse [] Yes [] No
5. Funding [] Yes [] Ne
6. Attachments
a. Safety protocols [] Yes [] No

b, Other Attachments [ Yes[] No
No Updates available for current version
Previous

save | Spell Check | Help | C
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Help |Close

For each item, you must select Yes before the Add button will appear. Press save often when entering along
section oftextto prevent using your work

Many ofthe special considerations require approvals from other MUSC entities. Please consultthe eProtocol
HELP atthe top right hand side ofthe page for further guidance

1f the page does not load, right click with your mouse (MAC users pres

control-click) and select
RefreshiReload.
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3. Biological Materials
a.  Are you using microbial or infectious agents, biotoxins or recombinant DNA? * m

The use of microbial or infectious agents (e.g., lentiviral vectors, adenoviral vectors, etc.), biotoxins or rDNA
in animals must be approved by the Institutional Biosafety Committee.

Microbial or infectious agents, biotoxins or
recombinant DNA G | el
IBC protocol PI IBC protocol number Speci Biological material(s) Housing ABSL

approved by IBC for
use singly or
combination in this.
species:
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a.  Are you using microbial or infectious agents, biotoxins or recombinant DNA? * m

The use of microbial or infectious agents (e.g., lentiviral vectors, adenoviral vectors, etc.), biotoxins or rDNA
in animals must be approved by the Institutional Biosafety Committee.
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eProtocol » Investigator » Home
Press the IACUC tab for IACUC Protocols. Press the IBC tab for IBC Protocols.

The buttons on the right provide the option to create a new protocol, clone an existing protocol, or delete a protocol from the investigator
dashboard. If you want to work on an existing protocol that has not been submitted for review, click on the protocol link in the Protocol 1D
column. Once submitted, the protocol cannot be edited until it is returned to you for a response. You can always view the protocol regardless of
the review status.

“Red asterisks are required fields. If you make an error on a given page, you can neither save the contents of that page nor move to
another page until you have corrected the error. You may close the page, but the contents will not be saved.
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