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I. Principal Investigator Activities in IRBWise

  
As a principal investigator you will be able to use IRBWise to submit new 
protocols, continuing reviews, amendments and adverse events online.   

II. Introduction to your IRBWise account  

You will need to enter your user name and password in order to be able to 
access the system:  

         

Enter your 
username and 
password here
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Once you enter your username and password you will be taken to your Home 
page:  

  

Here you will see any alerts or items on which you must take some act ion. 
Once you take act ion on the item in the Alerts sect ion it will automat ically 
disappear from this section.  

You will also be able to see all protocols with which you are associated as well 
the current status of each of your protocols. 

alerts
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If you click on the my account tab you will be able to see the following:  

  

By clicking on the links you will be able to see your profile, all your protocols, 
your certifications and the history of all the actions performed by you in the 
system.    

My account

 
My protocols 

All protocols with 
which you are 
associated as well the 
current status of each 
of your protocols will 
be listed in the My 
Protocols section. 
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III. Submitting a new protocol  

In order to submit a new protocol in the system you will need to choose 
Submit new Protocol from the drop down menu of the Tasks box:  

  

After choosing that option the IRB application will automatically open. You will 
need to enter a protocol title and research personnel in order to save the 
application in the system. If you do not enter that information and exit IRBWise 
your protocol will not be saved.   

Section I: General Protocol Information 

  

Enter your title 
here 

Click on the link to 
open the new window

 

Submit New Protocol
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To enter your research personnel you will click on the hyperlink and a new pop 
up window will open:  

    

You will be taken back to the main application page after clicking the 
Cont inue with Applicat ion But ton.  

The Protocol department is a drop down list. The Research Funding and 
Research Locations questions are pop up windows.  

 
Enter the last name of the person 
you wish to add as personnel in the 
search box and then click on 

Search . Once you find the 
person s name click on Add this 
Person. The name will be added 
under the Study Personnel.

  

 The system is designed to assign 
the PI role before any other role.  
Once the PI role is assigned you 
will be given other personnel roles 
from which to choose.  

 Once you have added all 
personnel click on the Continue 
with Application

 

button. 

Continue 
with 
Application 

Click on the hyperlinks to 
open the Research Funding 
and Research Locations 
windows. 
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Section II: Lay Summary  
This section consists of questions with no hyperlinks or pop up windows.  

Sect ion III labeled Subj ect Informat ion consists of several pop up windows. 

Section III: Subject Information  

 

When you click on the link a new window will open. 

A: Human Subject Interaction Link: 
If you choose Yes the following window will open:  

  

At the bottom of the new window you will see three options: 

Human Subjects 
Interaction  

Specify Consent 
Procedures  

HIPAA Questions  

Subjects Data  

Type of Review Requested

  

Use of Drugs  

Use of Investigational 
Devices  

Use of Radiation 
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If you choose Save Answers your answers will be saved and you will remain 
on that page. If you choose Save and Cont inue with Applicat ion your answers 
will be saved and you will be taken back to the main application page. If you 
choose Cancel your answers will not be saved, the window will close and you 
will be taken back to the main application.        

Save & 
Continue with 
Application 

 
Save Answers 

 

Cancel
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B: Proposed Consent Procedures: 
The next section concerns the consent procedures to be used in the research. 
After clicking on the hyperlink a new window will open:  

  

The next section will involve questions regarding the informed consent process.   

You will also find in this section the link to upload your consent documents. 
IRBWise will electronically stamp your consent forms once they are approved so 
it is very important that all consent documents are uploaded here rather than 
at the end of the application.                     

In the first section you will be asked 
to specify what type of consent you 
will obtain:  

1. Written  

2. Waiver of Documentation of 
Consent or  

3. Waiver of Consent 
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When you are ready to upload your consent documents you will need to click on 
the Upload/ Mail/ Fax consent forms  link:  

  

A new window will open:  

       

Upload/Mail/Fax consent 
forms 

You will be able to upload your 
consent documents here by 
clicking on the Browse button. 
This will allow you to find your 
consent documents and attach 
them to the application by 
clicking on the Attach this 
Document button. You may 
attach as many documents as you 
need. Once you have attached 
your documents you will need to 
click on Continue Application 
to return to the consent 
procedures page.  

Attach this 
document
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To return to the main applicat ion page you will click on Save and Cont inue 
with Applicat ion .  

   

The next section of the application is the HIPAA section.  

C: HIPAA Questions Link:  

After clicking on the hyperlink a new window will open:  

  

Save and Continue with 
Application 
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After answering all the questions on the page you will be able to save your 
answers and return to the main application page by choosing the link at the 
bottom of the screen:  

  

The next section of the application involves the subject data questions. 

D: Subject Data Link:  

After clicking on the Subjects Data link a new window will open:  

  

Save and Continue with 
Application
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At the bottom of the screen you will f ind three opt ions. If you choose Save 
and Stay Here your answers will be saved and you will remain on that page. If 
you choose Save and Cont inue with Applicat ion your answers will be saved 
and you will be taken back to the main application page. If you choose 
Cancel your answers will not be saved, the window will close and you will be 

taken back to the main application. 

E: Review Type Requested Link:  

The next sect ion of the applicat ion is called Review Type Requested . It is in 
this section that you will be able to select the type of review for which your 
study may qualify. You will be able to choose the type from a drop down menu: 

  

Depending on the review type you choose, the appropriate federal categories 
will open.   

For example, if you think your study is Expeditable and you choose that term 
from the drop down menu the federal expedited categories will open in a new 
window. You will then be able to choose the particular category of review.  
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F: Drugs 
If you are using drugs in your study and you choose Yes from the drop down 
menu a new window will open.  

    

After you fill in the fields you will need 
to click on the Add this Drug . The 
drug will appear in the List of Drugs 
Associated section. Once you have 
added all the drugs you will then choose 
Continue with Application . Your 

answers will be saved and you will be 
taken back to the main application. If 
you need to modify or delete a drug from 
the list you should use the Modify 
Selected or Delete Selected buttons. 

Add this drug 

Modify selected Delete Selected 

Continue with 
Application

 
You will click the box next to the 
category of review and at the bottom of 
the screen choose either Save and 
Continue or Cancel . If you choose 
Save and Continue your answers 

will be saved and you will be taken 
back to the main application page. If 
you choose Cancel your answers will 
not be saved, the window will close and 
you will be taken back to the main 
application.  
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G: Investigational Devices 
If you are using an investigational device in your study and you choose Yes 
from the drop down menu a new window will open:  

   

H: Radiation 
If you are using radiat ion in your study and you choose Yes from the drop 
down menu a new window will open:  

 
After you fill in the fields you will 
need to click on the Add this 
Device . The device will appear in 
the List of Devices Associated 
section. Once you have added all 
the devices you will then choose 
Continue with Application . Your 

answers will be saved and you will 
be taken back to the main 
application. If you need to modify 
or delete a device from the list you 
should use the Modify Selected 
or Delete Selected buttons.  

Add this

 

device 

Modify Selected Delete Selected 

Continue with 
Application

 

After you fill in the fields you will 
need to click on the Add this 
Radiation . The radiation 
procedures will appear in the 
List of Radiation Procedures 

Associated section. Once you 
have added all the procedures 
you will then choose Continue 
with Application . Your answers 
will be saved and you will be 
taken back to the main 
application. If you need to modify 
or delete a procedure from the 
list you should use the Modify 
Selected or Delete Selected 
buttons.

 

Add this 
Radiation

 

Modify Selected 

 

Delete Selected 

 

Continue with 
Application
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Section IV: Other Questions 
This section of the application generally consists of questions that do not fall 
into the other sections of the application. The questions in this section are 
determined by your institution. 

Section V: Key Words that Describe this Protocol 

 

Possible Key 
Words

 

You may enter your own 
key words here

 

This section allows you to 
choose which key words 
describe your Protocol. You 
may choose any number of key 
words from the list on the left 
and move them using the arrow 
keys. Or, you may enter your 
own key words in the "other" 
field below.  
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Section VI: Attach Documents 
In this section you will be able to upload all the documents associated with 
your protocol such as survey instruments, interview scripts, advertisements, 
Investigational Drug Brochures, etc. Remember, you uploaded your consent 
documents in the Consent Procedures Sect ion so you will not need to upload 
them here.   

   

A new window will open: 

  

To attach a document you will 
click on this link 

You will be able to upload your 
consent documents here by clicking 
on the Browse button. This will 
allow you to find your documents 
and attach them to the application 
by clicking on the Attach this 
Document button. You will select 
the document type from the drop 
down list. You may attach as many 
documents as you need. You will 
see them appear in the Currently 
Attached Documents section. 
Once you have attached your 
documents you will need to click on 
Continue Application to return 

to the main application. 

 

Browse

 

Attach this Document

 

Continue with 
Application
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Now that you have completed the application and uploaded your documents 
you can choose from the following options:  

                           

If you choose Save 
application your 
application will be 
saved and you will 
stay on that page.  

If you choose Save and 
Finish Later your 
application will be saved 
and you will be taken 
back to the beginning of 
the completed 
application.  

 

If you choose Save and 
Continue Application 
you will be asked to 
review your application 
and then answer the 
Conflict of Interest 

questions. 
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Conflict of Interest Questions: 

  

If you wish to continue you will need to choose the Save and Cont inue 
button.   

You will then be asked to answer the Endorsement quest ions:  

  

You will need to check the box in the I Agree sect ion and type in your full 
name and reenter your password.   

Once you have done this you will need to then forward your application on to 
your department head or chair for their sign off if you are the PI. If you are 

I Agree

 

Password Verification 



IRB Solutions, Inc. 
July 2005 

22

 
filling out the application for the PI you will need to forward to the PI for 
Endorsement and Conflict of Interest. The PI will then be responsible for 
forwarded it on to Department Head or Chair.   

  

To forward for additional signatures you should click the radio button beside 
the Request signatures before submit t ing to the IRB opt ion. You will be able 
to choose the individual from the drop down list. Once you have chosen the 
person who will sign off on your protocol you will need to click on the Add 
Recipient but ton. You will see them appear under the blue bar:  

  

You may now choose the submit protocol but ton. The system will send an 
email to the person you chose requesting their signature on the protocol. It will 
now be the responsibility of your department head or chair to submit your 
protocol to the IRB.  

!!! Use this option if you are not 
the PI but you are filling out the 
application for the PI

 

Use this option if you are the PI. 

Use this option if wish submit 
directly to the IRB

 

Add Recipient

 


