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IRB Application Instructions 
 

Once logged into the Research Channel and the Routing Form has been 

completed with choosing “Clinical Trials” or “Human Subjects Involved (IRB)”, 

the IRB application will appear as a new folder under Proposal Activity.  Choose 

the IRB folder to begin entering information into the application. 

 

NOTE: Once the IRB Application is submitted to the IRB Committee changes are 

not allowed.  Carefully review your application to prevent submission of 

inaccurate information. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The project summary 

can be reviewed and 

printed from this icon. 

The IRB Meeting 

Schedule can be 

reviewed and 

printed from this 

i

This Icon links 

directly to the 

OHRP website for 

Policy Guidance 

information. 

This Icon links 

directly to a blank 

IRB Worksheet 

General 

Submission 

information. 
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This 
information 
is directly 
linked to the 
Routing 
Form. 

Tab 1: General  
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Protocol Source: 

 

 
  

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Sponsor:  Name can be typed directly 
into the text box. 

Cooperative Group: Select an option 
from the drop down box or type 

In-House:  Click the radio button to select. 



 5

Contents: Click Y (Yes) or N (No) for the following questions. 
 

 
 

 

 

1. Grant Application: Is this a grant application? 

2. Retrospective: Is this retrospective? 

3. Epidemiological Surveys: Are there any epidemiological surveys involved 

in this study? 

4. Investigational Drug(s): Are investigational drugs being used in this study? 

5. Investigational Device(s): Are investigational devices being used in this 

study? 

6. Questionnaires, Inventories: Are there any questions for the patient to 

answer? (ex.  Quality of life questionnaires) 

7. Discarded Material:  Is there any tissue or bodily fluid in excess of what is 

needed for diagnosis going to be used? 

8. Repository Material: Will tissue or body fluids be stored for future 

research (Note: a tissue banking protocol and/or operations manual must 

be provided). 

9. Commercial Drug(s): Are there any commercial drugs being used for this 

study? 

10. Commercial Device(s): Are there any commercial devices being used for 

this study? 

 

When this page is completely filled out hit the Save Changes icon to save all 

inputted information. 
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Tab 2: Co-Investigators 
 

1. Co-Investigators can only be Loyola Principle Investigators.  If there is a 

Co-Investigator from another institution, he/she should not be included on 

this IRB form. 

 

 

 

 

 

 

 

 

 

 

 

 

2. Add Co-Investigator: Choose the arrow to view the list. 

3. Select your investigator’s name and click Add Investigator. 
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Tab 3: Diseases/Objectives 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. Add as many diseases necessary but try to keep the terms general (ex. 

Colon Cancer) and click Add Disease. 

 

 

 

 

 

 

 

2. To delete a disease, click . 
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3. Objective: Enter the objective portion of the protocol into this section.  

Enter the same objectives from the protocol. You may add many 

objectives. To add an objective simply type the information into the text 

box and click Add Objective.  

 

 

 

 

 

 

 

 

 

a. To change and existing objective, edit in the text box and click 

Save Changes.  

 

b. To delete an objective, click . 
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Tab 4: Procedures 
 

1. Add as many procedures that are needed. 

 

2. Choose a procedure from the drop down list and click Add Procedure. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

3.  To delete a procedure, click . 
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Tab 5: Drugs 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. Commercial Drugs: Enter the name and if it a new use. (Note: A new use 

would be considered an unlabeled use for the drug.)   

2. Investigational Drugs: Enter the name and use for the drug. 

3. To Save the Information entered click (Add Commercial Drug and Add 

Investigational Drug) 

4. To Delete a Commercial or Investigational Drug: click . 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

5. To Change the contents of the Investigation Drugs: Change the text and 

then click UPDATE. 

 

 

 

 

 

 



 11

Tab 6: Devices 
 

1. Enter in the name of the device, choose type and enter the purpose. 

Check if there has been a 510K filed and then click Add Device. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

2. To delete a device, click . 
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Tab 7: Participants 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

The duration starts 
at the begin date of 
collections to the 
final visit date 

Source of 
Normal 
volunteers

Total participants for 
the complete study 
listed in the protocol. 

Choose all 
that will be 
allowed to 
participate 
in the study. 
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Tab 8: Study Design 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1.  Design Includes: Be sure that these three options are in the protocol 

before checking. 

 

 

 

 

 

 

 

 

 

 

 

 

 

Choose all 
that apply 
and click 
Save
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Tab 9: Treatments 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. The intent of the Treatment section is to sketch out major experimental 

procedures. (ex. Drug treatment/biopsy/chart review/invitro/drugs etc.) 

2. A Placebo is also considered a treatment. 

3. Duration:  If the duration is not clearly defined leave at 0 or put in the 

number of weeks that leads up to the evaluation. (How long will you be 

reporting on patient?) 
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Tab 10: Financial 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. Compensation: How are the patients being compensated? (ex. Gift 

certificate – estimate the value) 

a. Choose compensation schedule 

 

2. Financial Responsibility: List if patient is paying for charges, or if drugs 

are free of cost to the participant, is the grant paying for anything. 

 

3. Click SAVE before moving to the next tab. 
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Tab 11: Alternatives 
 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1. Some examples of Alternatives to participation: 

a. Therapeutic research: What can the patient use to treat their 

disease? 

b. Different drugs 

c. Palliative care 

 

2. Click Add Alternative 

 

 

 

 

 

 

 

 

 

 

3. To Change the contents of the Alternatives: Change the text and then 

click UPDATE. 

4. To Delete an Alternative click . 
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Tab 12: Benefits/Risks 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

1.  Other risks: unpredictable or unique risks that can occur. 

 

 

Check all 
that apply 

Check all 
that apply 
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Tab 13: Recruitment 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Choose an option 
and click Add 
Method 

To delete a 
method, click . 
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Tab 14: Consent 
 

1.  Fill out all of the questions and click Save. 
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Tab 15: Importance  
 

1. Provide a brief statement of the projects importance (ex. new therapies 

for rectal cancer). Click Save when completed. 
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Tab 16: Competing 
 
1. Are there any competing trials in your area at Loyola?   

2. If yes, give the name of the trial, in what manner do they compete and 

how will the patients be informed of the competing trials. 

3. Click Save when done. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 22

Tab 17: Info Security 
 
The goal for the Information Security tab is to have all patient identifiable research data  
collected and stored in a secured location. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

1. Once the policies have been viewed and read click in the box to indicate that you 
have reviewed and accepted the information security policies. 

 
2. Answer no or yes to the additional security questions regarding patient 

identifiable information (Patient-identifiable information refers to ALL Protected 
Health Information as defined by the Healthcare Insurance Portability and 
Accountability Act of 1996) 

a. If you answer NO to the storing of patient identifiable information the 
next step is to click on the SAVE button. 
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b. If you answer YES that patient identifiable information will be collected 

and stored electronically, more questions will appear.   
c. Select the appropriate box where the information will be stored and hit the 

save button. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
   
d. An email is automatically sent to the security team for review.  If the 

security team approves where you are storing the patient-identifiable data 
you will be able to submit the IRB application. 

e. If you are not approved, the PI and contact person will receive an email 
stating what needs to be changed.  The most common change is that the 
patient-identifiable information needs to be stored on an Institutionally-
provided file server.  If this is the case then: 

f. Select Intuitionally-provided fileserver and then type in Requested. 
 
 
 
 
 
 
 
 
 
 
 
 

i. Click on the box in the NOTE section and type in the full names of 
the people needing access to this LU number and data and select 
Save.  This will automatically send an email to Joe Koral 
(jkoral@lumc.edu x67904). 
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ii. A shared server to store this information will be created.  The 
security team will send an email back to the PI and the contact 
person listed on the IRB with the name of the file server. 

iii. The PI or contact person will need to return to the Info. Security 
tab in the IRB application and change the check mark to 
Institutionally-provided fileserver and enter in the file server name 
provided to you in the email.   

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

iv. Once this is changed and the Save button is clicked, an email is 
sent to notify the security team of the change for an approval of the 
tab. 

v. Once the approval has been obtained, the IRB can be submitted. 
 
  

3. Access to the file server is created first by PI and then by LU number. 
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Tab 18: Review/Submit 
 

1. This tab allows the user to review what has been entered into the form.  

The form can be edited only if the IRB form has NOT been submitted. 

 

2. There is an option on this tab to upload consent and/or other supporting 

documents 
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Uploading documents 
 

3. By clicking:  This form will load into a new browser window.  

 

4. (Note: The following file-types/formats are supported: MS Word 

document, Spreadsheet (MS Excel Format), PDF (Adobe Acrobat Format), 

or HTML (.htm, .html).) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

5. Choose Submit for IRB Review.   

Remember: Once the submit is enabled, there is no possible way to edit 

this proposal.  It automatically goes to the IRB Committee. 

 

 

 

 

 

 

 

6. This is what your screen will look like once your IRB has been submitted. 
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IRB Full Approval 
 

Project Summary 
 

1. All consent documents will be located on the web. 

2. The ability to print out and view the consent document is available. 

3. The most current approved consent documents will be is “RED”. 

4. You have the ability to save these documents to your hard drive or floppy 

disk.  By doing this you will be able to go in and modify your documents 

and upload the new information. 

5. To view the attached documents (event) click on the link and a new 

browser window will open with that document presented. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Current  Approved Consent 

Document 
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IRB Review 
 

1. When your IRB has been approved these are the new options that will 

appear. 

2. The screen will open up to the IRB Review screen.  

3. Here the approval letter can be viewed and printed by clicking the 

Approval Letter Icon. 
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4. Further down the page there is a tab for Other Reviews which lists anything 
submitted after the IRB application has been submitted (i.e. Amendments or 
Adverse Reactions). 

 
5. To View and Print the Approval Letter, click on the icon. 
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Submitting a New Amendment  
1. Choose the New Amendment Tab.   

2. Upload all related attachments before competing/submitting this part of 

the form.  Click the Upload Document icon. 

3. If this is the first time that the portal is being used, a recent copy of the 

consent document must be submitted. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
There is the ability to upload as many documents as needed. 
 
 
NOTE: Amendments that are judged to place the patient at increased risk or are judged to be 
substantive in nature will be reviewed by the full Board. Amendments, revisions, or changes to 
the protocol that are minor will be reviewed using the expedited review mechanism. 

Use the 

calendar 

to 

h

You have the ability to 
browse your computer to 
find the appropriate file. 

Describe a reasonable summary of what this 

amendment is and use unique identifiers for this 

study within the first sentence.  Be as specific as 

you would like. 
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New Adverse Event 
 

1. Upload all related attachments BEFORE completing/submitting this form. 
2. Describe what the Adverse Event was. 
3. Will the past or current participants be informed of the event? 
4. Were there changes to the ICD? If the answer is yes, enter in the version date by 

using the calendar at the right. 
5. Click on Submit for IRB Review when screen is completed. 
 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Note:   Report protocol violations as adverse events;  report changes to the investigational 
drug brochures as adverse events. 
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Temporary Closure 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Use this report when the study is temporarily closed for analysis.  Use the reopen screen 
to request a reopening of the study.  Note that any study that underwent full board review 
and then temporarily closes, requires full board to reopen.  Provide detailed statements of 
the closing and reopening and any actions/modifications to the protocol.  Provide a 
revised consent document if applicable. 
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Project Closure Request 
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Annual Reviews (open and closed studies) 
 

1. Will be sent to you electronically 
2. Require response 
3. Follow directions in e-mail about required attachments. 
4. Answer questions about protocol online 
5. Submit 
6. Board will review and you will be notified of action.  If approved for another time 

period,  you will receive updated consent document electronically. 
 
The consent document will contain a new re-review date on page 1: 
 
This project will be re-reviewed on or before 
 
The footer will be changed: 
 
Document ID#: LU NUMBERarx.date of review 
Version Date:  Date of review 
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Continuing/Annual Review Questions 
Responses submitted by: lwrona on 03/29/2004 

LU# 14474.0 Review# 1  
1. Has the project been closed to new participant accrual with no 
participants being followed on the study?  No Yes 
2. Has the project been closed to new participant accrual but with 
existing participants still being followed on the study? No Yes 

If Yes, indicate the number of participants:  
53

 
3. Have any and all Adverse Protocol Reactions (occurring at Loyola or 
elsewhere) since the last review of research activity been reported to 
the IRB? No Yes 

If No, explain:

  
4. Have any and all protocol amendments/revisions and/or changes to 
the consent document since the last review of research activity been 
submitted to the IRB? No Yes 

If No, explain:

  
5. Have you received any participant complaints concerning the 
protocol and/or the informed consent document since the last review of 
research activity? No Yes 

If Yes, explain:

  
6. Have any participants experienced a financial problem or a billing 
problem as a result of participation in this study since the last review of 
research activity? 

No Yes 

If Yes, explain:

  
7. Have you judged that any Loyola participant has been injured as a 
result of participating in this research since the last review of research 
activity? 

No Yes 

If Yes, explain:

  
8. In considering your experience with the research project since the 
last review of research activity, are there any changes you feel should 
be made to the protocol and/or the consent document? 

No Yes 
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If Yes, explain:

  
9. In considering the advances made in Medical Science and/or the 
result of any interim analyses performed and/or your experience with 
the efficacy and the side effects of the research project since the last 
review of research activity, is there any new information available that 
should be reported to the participants? (ANY NEW INFORMATION 
THAT WOULD AFFECT THE WILLINGNESS OF THE PATIENT 
TO REMAIN IN THE RESEARCH PROJECT MUST BE 
REPORTED TO THE PATIENT.) No Yes 

 If Yes, explain and indicate the proposed action: 
(Also, address the issue of whether the project remains viable.) 

  
10. Has any participant elected to withdraw from the research project? No Yes 

 If Yes, indicate the number of participants who have withdrawn and the reasons: 

  
11. Have you elected to withdraw a participant from this research 
project? No Yes 

 If Yes, indicate the number of participants whom you have withdrawn and the 
reasons: 

  
  

Project Census 
  
Enter the total number of Participants enrolled since the last review 
of research activity: 53

 
Enter the number of MALE Participants enrolled since the last 
review: 38

 
Enter the number of FEMALE participants enrolled since the last 
review: 15

 
Enter the total number of Participants enrolled since the project 
began: 53

 
  
If there has been no protocol accrual since the last review of research 
activity or no protocol accrual since the project began, indicate the 
reasons and why you feel the project should remain active: 
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n/a

 
   

Save Changes
    

 

  
New Attachments  

 

  
 

 Active ICD*  Re-name

 final protocol (03/29/2004)      
 14474.0.050603 (03/29/2004)    

 

Save Changes
 

Close window 
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ICD Example     IRB NUMBER: 107103012104 
 

LOYOLA UNIVERSITY MEDICAL CENTER 
MAYWOOD, ILLINOIS 

DEPARTMENT OF MEDICINE 
 

INFORMED CONSENT 
 
 
Patient’s Name: _______________________________________________________ 
 
Patient Medical Record: __________________________________________________ 
 
Protocol:  LU107103: (GOG-0204) A Randomized Phase III Study of Paclitaxel Plus 
Cisplatin Versus Vinorelbine Plus Cisplatin Versus Gemcitabine Plus Cisplatin 
Versus Topotecan Plus Cisplatin in Stage IVB, Recurrent or Persistent Carcinoma 
of the Cervix 
 
The project will undergo re-review on or before 01/21/2005. 
 
PRINCIPLES CONCERNING RESEARCH: You are being asked to take part in a 
clinical trial (research project).  It is important that you read and understand the following 
principles that apply to all individuals who agree to participate in a clinical trial: 
 
1. clinical trials include only patients who choose to take part; taking part in the research 

is entirely voluntary; 
 
2.   we do not know if you will personally benefit from taking part in the research, but the                               

knowledge obtained may help others; 
 
3.   you may withdraw from the study at any time without anyone objecting and without                         
      penalty or loss of any benefits to which you are otherwise entitled; 
 
4. if during your participation in the research project, new information becomes  

available (such as better therapies or side effects of the study medications) which 
would affect your being in the research project, your doctor will discuss this new 
information with you and will help you make a decision about your continuing in the 
research project.  
 

The purpose of the research and how it is to be done as well as your role will be 
described below.  Also described are the risks, inconveniences, discomforts and other 
important information that you will need to make a decision about whether or not you 
wish to participate.  Please take your time to make your decision.  You are urged to 
discuss the research with family and friends, and direct any questions you may have with 
the staff members who explain it to you. 
 

Document ID #: 
Version Date: 


