
How to Enter and Submit a Human Subjects Protocol 

 

Note of Understanding: For the purposes of the TSU Committee for the Protection of Human Subjects 

(CPHS) requirement, a "pre-submission review" is a review of the protocol prior to the protocol being 

assigned for review by the committee. The pre-submission review function is available to the PI at any 

time in TOPAZ during the protocol creation process as long as the protocol has not been submitted, 

however, the function is required before the initial review by the CPHS. 

1. Log into your TOPAZ account, and on 

the Human Protocols display, click the 

"Protocols" graphic, and from the 

dropdown menu, select "Create 

Original Protocol". You may also 

access this option by clicking on the 

"Protocols" menu, then selecting 

"Create Original Protocol". See Figure 

1.  

 

 

2. Select the "Research Request" form 

(see Figure 2); a new protocol 

form will be opened. 

 

 

 

 

  

Figure 1 

Figure 2 
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Understanding the View in the Protocol - There are several features in which to be attentive once the 

protocol has been opened. 

a. Outline Navigation Panel - The outline navigation panel provides several methods in which the 

user can navigate the protocol. 

a. Sections - By default a list of the protocol Sections are 

displayed in the Outline panel. This list allows the user 

to skip to portions of the protocol by double-clicking on 

the section. The (+) next to the Section name is an 

indicator that the Section expands (+) or collapses (-) to 

the questions that are in that section. The user may 

double-click directly on the question to go to it.  See 

Figure 3.  

 

b. Search - The user may enter a search phrase and 

Sections or questions that have that phrase will 

appear in the navigation list. The user may go directly 

to that question or Section by double-clicking on it. If 

there is no match, the list will be blank. To return to 

the initial list of Sections, click the "X" in the Quick 

Finder search field. See Figure 4.  

 

c. Expand/Collapse Button - This toggle (like an on/off switch) allows the user to expand 

or collapse all of the sections at one time. To expand or collapse an individual 

Section, click on the (+) or (-) next to the Section number. See Figure 5. 

  

+ 

Figure 3 

Figure 4 

Figure 5 
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d. Buttons - There are several buttons that serve as toggles (like an on/off switch) in the 

Outline panel. The numbers beneath these icons are indicators of how many questions 

pertain to that icon. If the icon is gray/white, it is turned off; if the icon is in color, the 

user will see the questions that pertain to the icon. Again, the user may double-click the 

Section of question to go directly to it. See Figure 6. 

 

 

 

i. #1 - The star button shows how many questions require a response. Any 

number greater than zero is the number of questions in which a response is 

required, but has not been recorded. 

ii. #2 - The button that looks like the silhouette of a person represents the number 

of questions in which an e-signature is required 

for that question. If the number is greater than 

zero, there are questions in which the e-

signature is required. 

iii. #3 -The button of the circle with a line through it 

indicates the number of unanswered questions 

(whether or not the question requires a 

response). This number can change because the 

user answered the questions or because the user 

changed selections, causing some of the 

modified selections to not warrant a subsequent 

response. 

iv. #4 - The flag button is used with the compare 

feature, allowing the user to see which questions 

have changed responses.  

e. Figure 7 shows the effect of the button turned on with 

unanswered questions. The Outline panel now shows the list of unanswered questions. 

To turn off this list, click once on the button. 

#1 #2 #3 #4 

Figure 6 

Figure 7 
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Section Numbers - At the bottom of the protocol is the currently displayed Section and the total number 

of Sections. The user may use the "Next" or "Back" button to move forward or backward one section, 

respectively, or to move to the first or last section, the  or  buttons may be used. 

 

Button Meaning 

 

There are options from which a 
selection is to be made. 

 

Help is available for the item. 

 

The question requires a response. 

 

Delete the data. 

 
An electronic signature (eSignature) is 
required for that item. 

 

About the Protocol Items - There are several types of protocol questions. 

a. Responses to some of the questions can be selected by pointing and clicking (no typing is 

necessary), however, based on the selection, (a) subsequent question(s) may follow. 

b. - Multiple choice questions that are preceded with a square will accept more than one 

response. 

c.  - Multiple choice questions that are preceded with a circle will accept only 1 response. 

d. Text boxes allow the user to enter any response in the field. 

e. Tables are displayed with the column headings, but no rows or data. To enter data into a table, 

click on the green circle. To remove a row of data, click on the red circle with the horizontal line. 

 

  

? 
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Enter the data into the protocol. It is recommended that the protocol be saved once a Section is 

completed. 

1. Each time the protocol is saved, a window will display for 

eSignatures that have not been completed. See Figure 8. 

 

2. ***PRE-SUBMISSION REVIEW REQUIRED FOR ALL STUDENT 

PRINCIPAL INVESTIGATORS*** 

a. For student principal investigators - Once the 

protocol has been completed, with all pertinent 

documents attached, use the "Presubmit" button 

to submit the protocol to your faculty member(s) for review. This step is required prior to 

the protocol being accepted for approval by the Committee for the Protection of Human 

Subjects (CPHS). 

 

i. Click on the "Presubmit" 

button, and the 

"Presubmission Review" 

window will open. In the 

window, click on the green button with the + to add those faculty who will review 

the protocol. See Figure 9. 

 

ii. The list of TOPAZ users will be displayed. See Figure 10.  

A name search can be done by entering part of the 

person's name. Once the name is displayed in the list, 

select the name by clicking in the box next to the 

name. To add multiple persons, after selecting the 

name, replace the name in the search field, then 

selecting that name. Once all selections have been 

made, click the "OK" button. See Figure 11. 

Figure 8 

Figure 9 

Figure 10 
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b. Confer with your 

faculty the results 

of the pre-

submission 

review, and after 

all changes, if 

any, have been made, follow 

the steps below to submit the 

protocol to the CPHS for 

committee review and 

approval. 

 

3. Submitting the Protocol 

a. Click on the "Submit" button located at the top of the protocol. A "Set Status" window will 

open. Click on the "Submitted" button in the left column of the window, then click on the 

"Set Status" button at the bottom of the window. See 

Figure 12. 

 

b. The next window displayed will be for the E-Signature. 

Enter the user data, then click the "Save" button. 

 

 

c. The following window will display the e-mail that will be sent to the PI and the Key Associate 

listed on the protocol. Click the "OK" button. See 

Figure 13. The protocol has now been submitted to 

the Committee for the Protection of Huma Subjects 

for review and approval. 

 

Figure 11 

Figure 12 

Figure 13 


