
BY SHARLA MILES 

OFFICE OF RESEARCH & SPONSORED PROGRAMS 

SAM HOUSTON STATE UNIVERSITY 

AUGUST 6, 2011 

IRB PRESENTATION: 

REGULAR/THESIS/DISSERTATION APPLICATION

  



STEP 1: CREATING YOUR PROFILE 
 Why we are required—significance of the process? 

 http://samhouston.infoed.org/ 

 Login and Get Profile: 2 important buttons – left margin 

 Get Profile 

 Getting a profile involves 5 steps: 

1. ID state (TX); click continue 

2. Select university (SHSU); click continue 

3. “Get profile” – check the box for, “Profile Not Found in List” 

4. User asked to complete: Name (under which you are registered at 
SHSU); SHSU email (system does not recognize some of the other 
carriers); primary department; and username & password; click 
continue 

5. Email confirmation of user’s login information—includes the user 
ID (SHSU login) and password. 

http://samhouston.infoed.org/
http://samhouston.infoed.org/


Persons Not Affiliated with SHSU  

PIs who are not affiliated with SHSU and who want to 

conduct human subjects research at Sam Houston State 

University must notify the ORSP (936.294.4875) and 

give the information necessary for that office to 

provide them with a profile. Once they have a validated 

profile, they will be able to access this online system. 

 



Infoed Home Page 







***Once your Profile is 

created, you will be able to 

use the program 

immediately.  ORSP no 

longer is required to 

manually validate profiles. 

*** 



Once Profile is set, Click Login and enter name and password 



Click Login or hit Enter key 



• User name appears at top of screen 

• Two categories: My Human Subjects & My Profile 

• See Next Slide for further instructions 



The My Human Subjects list is the most important for most uses with this system. Here are found links 

to new applications, modifications of previously submitted protocols that are under review, amendments, 

adverse event reporting, continuing review, final reports, and help. While scrolling down the list the user 

should choose the link that serves his/her intent. For example, to begin a new application, click Create 

New. If clicking that link does not take the user to the application, check to be sure there is not a popup 

blocker preventing access. If so, disable it.  

 

Selecting the Show/List link will take the user to a list of all his or her applications that are under review 

and have been previously approved. To make modifications to a previously submitted application that is 

still under review, click the open folder icon to the left of the protocol (under Actions).  

 

The Search For link will enable the user to access his or her protocols that have been closed. Opening an 

old application can enable the user to copy and paste from the old to a new application. This can also be 

accomplished by selecting Create New and checking Copy from Existing Human Protocol.  

 

Creating a New Regular Initial Application  

This application is to be used by any undergraduate or graduate student who is enrolled in a class that 

requires completing a research project involving human subjects. This does not include graduate students 

who are working on their theses, dissertations or other supervised research projects. After logging in, the 

Principal Investigator (PI) should go into My Human Subjects along the left margin and select Create 

New.  



At the Create dialogue box, check New Human Protocol and 
click continue.  



In the Protocol Creation box, enter the title of the 
research and click continue.  

At the Select PI window, your name should appear in the PI box. If it is not there, click on the first 

letter of your last name to see if you are in the system. If so, select your name and close. If not, call 

the Office of Research and Sponsored Programs at X4875 for assistance. Click continue.  



Uploading attachments—click on Add Institution Forms/Supporting Documents 

At the Components for Initial Review window, click the Edit icon by the Initial Application line to 

open an application. 



To identify the application as a regular research project, select Regular Initial or 

Thesis/Dissertation from the drop down box beside “Is this project a”:  

Formal application appears below 

Menu 

Save 

Check In/Out 

Print 

See Next Slide 

for further 

information 



Along the left margin of the formal application is a Menu tab. When that is 

clicked, the PI has the option of saving the application. Saving an 

application periodically is a good idea, so that no information will be 

inadvertently deleted. Printing a copy of the completed application 

provides a reference for the PI and supervising faculty. It can also be sent to 

other participating agencies or institutions. You can only print an application 

once it has been checked complete and the red pdf icon appears next to 

Complete. To print, simply use the Ctrl P on your keyboard.  



• The application is the same for the Regular Initial option, which is only for Faculty use. 

 

• At the top of Page 3 of the application the user is asked to indicate whether the required CITI 

training has been completed. If the training has been completed, a copy of the certificate is 

automatically generated and emailed to me. A copy of this certificate does not have to be attached 

to the application.  



User’s name and title auto-populates within application 

Students must remove their name from faculty sponsor (B) using the blue arrow (compare both B   

sections) 

To choose Department/College, click on the Edit icon (paper & pencil symbol) 

User must type in their contact information  

Select student from menu for University status 

Do the same for your Faculty Sponsor 



Research Funding (IV A) – The PI may select the funding status of 

their project 

Disapproval of Research (IV B) – Informs the IRB is this application 

has been reviewed previously 

Settings (IV C 1) - The PI may choose as many as apply. Additional 

information must be provided for every location other than SHSU  



Additional Reviews (IV D) - Select all that apply. If approval to 

conduct the research has been granted by the agency or institution, 

that documentation should be uploaded in Section F 4.  For 

example, if the proposed research is being conducted at a school, 

attach a signed letter of support (on the district letterhead) from 

the school or district and attach it to the application.  



Conflict of Interest (V) Select Yes or No from the pull-down menu. 

Yes - summary 

Management Plan Choices  



See Next Slide for 

further instructions 



Level of Risk (VI A) - The PI should select of the level of risk to participants in terms of 

physical, emotional, legal, and reputation issues. The PHSC will review the application to 

determine whether the PI’s assumption is accurate.  

 

Procedures (VI C) - Check the types of procedures that will be used in the research. More 

than one procedure may be checked. At the Components of Initial Review dialogue box (the 

place where the completed application will be submitted, the PI will be prompted to upload 

documents related to those procedures. 

Sensitive Subject Matter (VI D) - Choose all that apply.  

 

Maintaining Confidentiality (VI E) - Answer each question.  

 

Managing Risk (VI F) - This is a very important consideration and should be thought 

through carefully before submitting the application. 

 

Audio or Video Taping (VI G) - Yes or no. When this is to be done, the cover letter or 

informed consent document must specifically inform the participant.  
 

 



Lay Summary (VII) - Under sections A through E, the PI 

is asked to summarize the research project in lay terms. 

Provide sufficient information so that a reviewer will 

have a clear understanding of the project. This will 

usually require at least one paragraph.  



Scientific Summary (VIII) This section asks for a more broader research context, including 

hypotheses, state of knowledge, and related research from the literature. 

Protected Health Information (VIII E) This inquires about recording or sharing protected health 

information (PHI). This is an issue that is regulated by federal law (HIPAA) and must be careful 

considered. Additional documentation is required when a study collects or distributes PHI. 

Use of Deception (VII F) If deception is used, a debriefing document should be uploaded where 

indicated.  



See Next Slide for 

further instructions 



Research Participant Selection and Recruitment (IX A & B) - Check 

all that apply. The user will be prompted at the Components of Initial Review 

dialogue box to upload any and all forms of consent that are indicated by the 

application.  

 

Accessing Records (IX C) - When intending to access records about 

participants outside the University, appropriate documentation for 

cooperation/permission from the custodian of the records should be 

uploaded. Clicking on the plus sign will provide an icon for uploading the 

necessary documentation.  

 

Compensation and Costs of Participation (IX D) – If PI would like to 

offer incentives for participation in the project, they should indicate here. 

 



Obtaining Participant Consent (X) There are different kinds of consent documents: adult signed 

consent, adult unsigned consent/cover letter, signed parental consent, signed assent (participants 

between the ages of 12-17), and waiver of assent. Check the appropriate types and upload those 

documents into the application.  



Waiver of Consent, Alteration of Consent, or Waiver of Documentation (XI) Check 

the appropriate justification for the request. Provide justification for any 

exceptions to the IRB 



Investigator Assurance. Carefully read this section and check the box at the bottom that 

you agree to abide by these terms.  



When checking the Complete box, if a mandatory question is 

left unanswered, you will receive an error message like the one 

above indicating the unanswered question. 



Once the system completes its conversion of application to pdf, app. 

disappears; refreshes Components window; Click Submit (“thumbs-up” 

icon) 



Electronic 

signature 

DO NOT add 

new person to 

review path; 

click the gray 

Submit button; 

click DONE and 

then logout of 

Infoed 



You know application is submitted because (1) no Submit 

“thumbs-up” symbol and (2) the Routing Progress appears 

below matrix table 



To return to an application that was either started or submitted earlier, login and 

choose the My Human Subjects tab on the left. Clicking Show/List takes the user a 

list of his or her protocols. To add to a protocol, click the Open folder icon, and the 

submission dialogue box will appear. Open the folder to be taken to the application. 

To make changes it is necessary to uncheck the Complete box on the application. 

When finished with the revisions, click the Complete boxes again and wait for the 

red pdf icon to appear and then close out of the application screens. At the 

Components for Initial Review screen, click the Submit button. Before leaving the 

system, click Done and then log out of the system.  



Click on the link in your email to open the protocol 



Path to get to your application: samhouston.infoed.org>My Human Subjects>Show/List>Open folder 

(Actions column)>Submissions window appears 

If you take this path, you will “tree out” the Submissions folder on the left-hand side under the Protocol 

number (see below) and click on the second Initial Review option 

DO NOT CLICK ON RESPOND 



NOTE: In the routing progress box below the matrix table, there 

is a comments section containing all requested revisions to the 

protocol.  Please follow these instructions in your revisions. 

Click on Edit icon (paper & 

pencil) to open application 



Uncheck Complete Box 

If the system will not allow you to uncheck the Complete box, click the 

Check In/Out button ONE time. 

Edit application as requested 

Save 

Check Complete Box 

There will be a few minutes delay while Infoed is preparing the pdf file 

Your application disappears and your Submissions window is refreshed 

Click Submit 


