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OBJECTIVE:

The objective of this administrative guidance is to describe the steps to make administrative changes to Protocol Builder.  In addition, this AG describes what steps may be taken by designated IRB Directors and what steps must be referred to IT support for implementation. 
GENERAL DESCRIPTION:
Protocol Builder is a program developed at UVa to build protocol specific templates (protocol and consent forms) for the researchers at UVa.  The updating of this program is shared by the IRB-HSR and IT support from the office of the Vice- President for Research.  Once logged into IRB Online updates may be made by choosing either “ Submission” or “ Super Admin”.  Only those individuals with IRB Admin rights are allowed to perform functions under “Submission”.  Additional permissions from the IRB-HSR Director and IT support must be given to the IRB Associate/ Assistant Directors prior to them being allowed to perform functions under “ Super Admin”. 
PROCEDURE:

Functions Performed by Designated IRB Directors Under “Submissions”
Uploading New Template Sections
1. The template to be uploaded must first be updated as a word document found in the U drive file, 
IRB/IRB-HSR/ Protocol Builder/Template Sections. Make the necessary changes then verify that all changes have been accepted and close the file; Note--In order to upload a template section into Protocol Builder, the file name of the section may not be changed.  
2. In IRB Online, click on “Submission”/ “Manage Templates”.  

3. Under “Upload Templates” click on either “protocol” or “consent” or "other"
4. Click on the document to be updated  
5. Click on “Go To Upload” 

6. Find the section you wish to upload.  Note that the sections may be ordered in “alphabetical order” or the “section order” which is the order in which they appear in the document. In addition each section is defined as either "P" for protocol or "C" for consent. 
7. Click on “Browse” next to the section you wish to upload and find the section with the same title in the word documents (see step # 1 above) and double click on the file name.  The file name will then be inserted into the empty field to the left of the “browse” button. 

8. When all sections to be uploaded have been found and inserted- click on “Upload” at either the top right or bottom right of the page.  

9. The new sections are now active in protocol builder. 

Functions Performed by Designated IRB Directors Under “ Super Admin” 
Changing the Wording of a Question
1. Click on “Manage Study Submission Questions” 

2. Click on “Manage Questions”
3. From drop down menu next to “Submission Type” click on “Protocol”

4. From drop down menu next to “Committee” click on “HSR”

5. From drop down menu next to “Section” click on “Questions” 

6. Click on “Submit” 

7. Make applicable changes to wording of question(s).  Changes to multiple questions may be done at one time. 

8. Click on “Update” in top right or bottom right corner.

9. Protocol Questions updates are complete.  You may wish to check the accuracy of the update.  To do this:

a. Go back into IRB Online and click on “Submission”

b. Click on “Manage Templates”

c. Under “ View/Print Questions” click on “Protocol”

d. Click on “View” and verify the new wording of the question. 

Changing the Wording Before or After a Question in the Display Text 

1. Click on “Manage Study Submission Questions” 

2. Click on “ Manage Question Condition Results  

3. From drop down menu next to “Submission Type” click on “Protocol”

4. From drop down menu next to “Committee” click on “HSR”

5. From drop down menu next to “Section” click on “Questions” 

6. Click on “Submit” 

7. Click on the link to the question for which you want to change the wording in the display text before or after the question.

8. Choose where you want to make the change.  The section entitled “Pre-display text” is the wording found BEFORE a question on the screen.  The section entitled “Display text” is the wording found AFTER a question on the screen. 

9. Tips for making changes :

a. NEVER hit the “Enter” button in this section.  This will create major problems. Such things as line breaks are done using programming codes

b. NEVER use the # symbol in the pre-display or display text.  

c. Programming codes need to be used before and after the word.  Example if you want only the word “great” in the middle of a sentence to be bold, the following code would be used:

 “This is a <b>great</b> day.  

d. The following table includes commonly used programming codes:

	Line break
	<br><br>

	No line break
	</br>

	Bold
	<b>

	No bold
	</b>

	Underline
	<u>

	No underline
	</u>

	Italics
	<i>

	No italics
	</i>

	Red text (may choose any color)
	<font color=red>

In between the words “font” and “color” is a space

	No colored text 
	</font>

	Bullet
	<li>

	No bullet
	</li>


Changing Related Questions
Background:  “Related Questions” refer to which questions are skipped depending on how one answers a question.  Example:  If they state that patients with cancer are not allowed to enroll, the related questions would be the next several questions that obtain additional information on the protocol related to this topic.  If they answer NO to this question, then if the program is working correctly, the researcher should not see the remaining “related” questions.  Likewise- if the researcher is asking for waiver of consent, they should not see any of the additional questions after the wavier question. The need to change “related questions” might occur if you add a new question into the middle of a group of questions that are related to a particular question.   This process can be extremely tricky! You should get help from IT support, especially if this is the first few times you have done this process.
1. First one needs to determine which questions are related to the question you are reviewing.  

2. In order to change the “related questions” take the following steps.

a. Click on “Manage Study Submission Questions” 

b. Click on “ Manage Question Condition Results  

c. From drop down menu next to “Submission Type” click on “Protocol”

d. From drop down menu next to “Committee” click on “HSR”

e. From drop down menu next to “Section” click on “Questions” 

f. Click on “Submit” 

g. Click on the link to the question for which you want to change the related question

h. Scroll down to the “Related Questions” section

i. Within that section use the up and down arrows to see which questions are highlighted in blue.  The highlighted questions are those that are currently classified as related questions.  
j. The related questions that should be highlighted are:

i. The question one # lower than the primary question up to the question which is one # less than the next unrelated question. 

1. Example:  If question # 5 is the primary question, questions 6,7 and 8 are related to this question,  and question # 9 is NOT related, then question 6, 7 and 8 should be highlighted.

ii. IMPORTANT:  When making changes- make sure you hold down the “CONTROL” key so that other related questions already highlighted do not have their highlighting deleted.  

Functions to be Referred to IT Support to Implement
There are other functions that should be referred to IT support to implement.  The most common functions are listed below along with information that must be given to IT support so they may implement the changes. 
Adding a new question 
1. In IRB Online go to Submission/ Manage Templates/ View Print Questions/ Protocol

2. Copy the current question list into a word document.

3. Use tracked changes and insert the new question(s)
4. Correct the order numbers of the questions.

5. In a separate document explain which question the researcher should be directed to depending on how they answer the new question.  You must also do this for the question before and after the new question that was entered. 

6. In this document you also need to provide any wording you want in the Pre-Display or Display Text Fields.  

7. Email both documents to IT Support

8. Add item to “IRB Change Request” excel table found at IRB/Tech Issues/IRB Change Requests

9. When request is implemented- move the item in the IRB Change Request excel table to the tab “Done”.  Enter in the event the date the item was completed. 

Changing the order of the questions

1. In IRB Online go to Submission/ Manage Templates/ View Print Questions/ Protocol

2. Copy the current question list into a word document.

3. Use tracked changes and change the order of the questions

4. Correct the order numbers of the questions.

5. In a separate document explain which question the researcher should be directed to depending on how they answer the questions which were moved.  You must also do this for the question before and after any question that was moved. 

6. Email both documents to IT Support

7. Add item to “IRB Change Request” excel table found at IRB/Tech Issues/IRB Change Requests

8. When request is implemented- move the item in the IRB Change Request excel table to the tab “ Done”  Enter in the event the date the item was completed. 

Entering a brand new section into the protocol or consent 

1. Write new section  
2. Save new section under Word- IRB/IRB-HSR/ Protocol Builder/Template Revisions

3. Create file name in same format as other file names ( e.g. no capitol letters, use _ instead of space.  End file name with a P or C depending on if the section is for the protocol or the consent)   This will always remain the file name for this section.

4. Go into IRB Online and Click on “Submission”

5. Click on “ Manage Templates:”

6. Under “View/ Download Templates”  pick “Protocol” or  “Consent”

7. Select “ Section by Section Order” 

8. Copy document to a word file.

9. Using Tracked Changes- insert the new section in the order you want it to show up in the document.

10. Renumber all affected sections to be in consecutive order.

11. Send to IT Support for implementation

12. Add item to “IRB Change Request” excel table found at IRB/Tech Issues/IRB Change Requests

13. When request is implemented- move the item in the IRB Change Request excel table to the tab “ Done”  Enter in the event the date the item was completed. 
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