
Registering a Paper-Based and Already Approved study in the iRIS System 
 
If you have a study that is paper-based and currently approved by the UH IRB, this manual is 
intended to guide you through the steps for registering this study in the iRIS system. 
 
Once your registration has been submitted to and approved by the UHCMC IRB, you will then submit 
future forms (i.e. Amendments, AEs, Continuing Reviews) for that study electronically via iRIS. You 
may not make changes during the registration process.  All studies are required to be registered by 
December 31, 2011. 
 

 Registrations will take a few weeks to process depending on the age of the study. 
 If you have to make immediate changes to your study, or your study requires immediate 

continuing review, please do this via paper submission and then register your study 
once that approval is obtained.   

 
You do not need to register already approved determinations (NHR-XX-XX) or exemptions (EM-XX-
XX) in iRIS.  The registration process is intended for all other types of studies which have received 
regular IRB approval (i.e. clinical trials, chart reviews, discarded tissue studies, survey studies, etc.) 
and have IRB numbers (e.g. IRB# 01-01-01) 
 

 
There are three basic steps to the registration process:
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 Step1: “Add a New Study” and fill out the protocol application.  Select “No” to your research being 
cancer-related so that you are directed to the UH IRB’s application rather than the Case Comprehensive 
Cancer Center IRB application.  When asked what type of study you are submitting, be sure to select the 
following from the drop down menu: “Registration- paper-based study, already approved by IRB”.   
 
When filling out the protocol application, answer the questions to reflect what is contained in the currently 
approved study protocol, checklist, research plan, etc.  Only minor updates to your currently approved IRB file 
(such as updating Key Study Personnel) will be allowed during the registration process. 
 
 Step 2: Attach your study documents that are approved for use at the time of registration 
 
When it is time to put together your submission packet in iRIS, attach unstamped versions of all your currently 
approved documents including Word 2003 versions of any consent/assent documents (DO NOT ATTACH AS 
WORD 2007).  As part of the registration process, the IRB office will verify that the versions you attach and the 
paper versions currently approved are the same.  Once verified, you will be issued new stamped documents 
for use in iRIS. 
 

Acceptable document formats are Word 2003, Excel 2003 or pdf only!. 
 
Do not attach expired, outdated or previous versions of any of your study documents (protocols, consents, etc).  
Include the documents that are currently approved and in use.  This includes Investigator Brochures, 
advertising materials, sponsor protocols, etc. 
 
 
 Step 3: Route for PI signoff – The PI is required to confirm the registration.  Once the PI’s electronic 
signature is obtained, the submission will be routed to the UH IRB 
 
 
 



Completing the Application 
 
The Study Assistant Module consists of two tabs, “Add a new Study” and “My Studies”. You can 
submit a protocol application by going to “Add a new study”. You can access your existing studies 
through the “My studies” link. 
 
To begin registering a study, click on “Add a New Study”. 
 
 

 
 

 

Study Shell 
The first three sections of the application are the study shell.  These sections are common screens no 
matter which board you are submitting to (UH IRB, IACUC or Case Cancer IRB). 
 
1.0 General Information 
 
Study Title:  This is where you enter the full study title 
 
Keywords/Short Study Title: This is where you enter keywords or a short study title (e.g. Drug XYZ in 
cirrhotic adults).  You can also capture a study number that you might have from the sponsor or 
department review board (e.g. Case 1234). 
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Save and Continue 
As you move through the application and complete each section, you will need to click “save and 
continue to next section” to continue moving through the application sections. 

 

 
 
 
 
2.0 Add Departments 
 
In question 2.1 you must designate which departments are associated with this study.  If the study 
involves more than one department, list all applicable departments, marking one as the study’s 
primary department. 
 
For example:  If a study is being conducted by the Dept. of Medicine but the study also involves the 
Dept. of Pediatrics because children are being recruited as study subjects, both the Dept. of Medicine 
and the Dept. of Pediatrics should be listed as departments associated with this study with Dept. of 
Medicine being designated as the primary department.  
 
The department of the person completing the application will populate by default.  If this department is 
not needed, you can remove the department by clicking on the box next to department name and 
then clicking the “remove” button. 
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Additional departments can be added by clicking the “Add” button.  This will take you to a listing of 
departments to choose from. 
 

 
 
Find the department you wish to add from the list of departments in the system.  You can search by 
department name.  Once you have found the correct department, check the box next to the one you 
wish to add then click “Add”. 
 

 
 
This process can be repeated to add as many associated departments as necessary. 
 
 
3.0 Assign Key Study Personnel (KSP) 
 
This is where you indicate the key study personnel from Case and/or UH that are involved with this 
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study. Adding someone to the KSP section gives them the ability to access the study files through 
their “My Studies” tab. 
 
If you have additional personnel that are involved with the study but will not need to access the iRIS™ 
system, they can be listed just in the personnel table located later in the application.  
 
Click on the “add” button and you will be taken to the user directory.   
 

 
 
 
You can search by first name and/or last name.  Click “Find” and you will be given the results of your 
user search.   
 
By default, the system will search the iRIS directory first.  If the person you are looking for can’t be 
located this way, change the “search from” button to now search the LDAP directory.  This will search 
the UH and Case directories for the person. 
 

 
Click the “select user checkmark” next to the person you wish to add.  You will be taken back to the 
application question, with the person added. 
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Question 3.1: You will indicate the Principal Investigator for the study.  If the Principal Investigator is a 
student, resident or fellow check the appropriate box. Their responsible investigator (RI) needs to be 
added in question 3.4. 
 
Question 3.2A:  Here is where you add any co-investigators. 
 
Question 3.2B:  Here is where you add any support staff; study coordinators, research assistants, etc.  
In this question, both the person’s name and role must be specified. 
 
Question 3.3: This is where study contacts are indicated.  Anyone that needs to be copied on 
notifications regarding this study must be listed as a study contact person.  The PI is automatically 
assigned as one of the study contacts by default.  
 
 
 

 
 
 
 
4.0 Board Selection 
 
Based on your answers to the questions in this section, the system will direct you to the proper board 
(UH IRB, IACUC or Case Cancer IRB). 
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To be routed to the UH IRB’s application, select that your study involves Human Subjects 
Research and the project does not involve cancer (select “no” to cancer-related).  This will 
take you down the path to complete the UH IRB application. 
 
 

 
 
 
Application Tips 
 
Required Questions 
If you click “save and continue to next section” and you have not answered a required question, an 
error box will appear and the field you missed will be indicated in red.  
 

 
 
 
Draft 
You do not need to finish the application all at one time.  Finish the section you are currently working 
on and “Save and Continue”.  
 
Incomplete applications will be saved as “Drafts”.  You can log back into the system at any time and 
access your Draft study through the “My Studies” tab of the Study Assistant module. 
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Revised Application 
While you have an application in the draft stage, the system forms may be updated (meaning new 
questions have been added or old questions have been reworded).  When you access your draft 
application, you will be prompted to convert the draft to the new form.   
 The system will notify you that a new form version has been published. 
 Click the OK and then the “Convert to the New Form Version” button. 
 Click the “Save and Continue to Next Section” button through all of the sections of the 

application that you have already completed.  If there are any additional questions that have 
been added to any sections of the form, you will have to answer these before you can save 
and continue to the next section. 

 

 

 
Revising Previous Sections 
As you move through the application (clicking “save and continue to next section”) the sections will 
build on the left side of the screen.  If you would like to return to a section you already completed, you 
can click on the section’s link in the section view.  You can then make the changes to the section. 
Click “save and continue” to save the revisions and proceed with the application. 
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Printing the Application 
When you have the application open, you can click on the “printer friendly” tab in the upper right hand 
corner.  This will open a separate window that will allow you to print the application sections you have 
completed so far. 
 
 
Help Bubbles 
As you navigate through the application, you will periodically see help bubbles along the right side of 
the screen.  When you click on a help link, a separate window will open containing helpful information 
related to that portion of the application. 
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Registration 
 
When you get to Section 6.0, you will be asked what your submission is.  To register an already 
approved and paper-based study, select the option “Registration – Paper-Based Study, Already 
Approved by IRB”. 
 
In the next question, type in the IRB# for this study.  The format for IRB numbers is XX-XX-XX. 
 

 
 
“Save and Continue” will take you to the next application section and you can continue filling out the 
application. 
 
As you progress through the study application, how you answer the questions will determine the next 
section you need to complete.  This is the branching functionality of the iRIS™ system. 
 
For example: If you indicate in the consent section of the application that you are not obtaining written 
consent, when you finish the consent questions and click “save and continue”, the next section will be 
the waiver of consent documentation.  If you had answered the question that you were going to obtain 
written consent, you would not be taken to the consent waiver section at all. 
 
This type of branching has been configured throughout the iRIS™ system. 
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Submission Packet to the Review Board 
 
Once you have finished answering the questions in the last section of the application, you will see the 
“Submission Packet to the Review Board”.  This is where you put together all the components of your 
submission.  You are building your submission packet.   
 
 

 
 
The submission packet functions similarly to the application in that you will move section by section, 
clicking “save and continue” to navigate through the screens. 

 

 
Because of the branching built into the application questions, the items you are prompted to attach in 
the submission packet will depend on the answers in your application. 
 
For example:  If you indicated in the consent form questions of the application that you are going to 
consent study subjects over the phone, you will be prompted in the submission packet section to 
attach a copy of your script. 
 
As you move through the sections of the submission packet, you will attach study documents. 
 
Click on the green attachment bar in order to attach documents.   
 

 
 
You will be taken to the attachment screen.  This will show you all the attachments you have loaded 
into the system so far and whether or not you want to attach another single document or multiple 
documents. 
 
For each document you attach, you will enter the document title, version number and version date.  
You can select the document category (flyer, protocol, other, etc.) and you can enter a description. 
 
By clicking on “upload” you can browse your computer to find the document(s) you want to save in 
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the system.  Once uploaded, be sure to click “save document”. 
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Once you have uploaded your document into the system, it will still need to be attached to the 
submission packet.  This is done by checking the box in front of the document you wish to attach to 
the submission packet and then clicking on save attachment. 
 

 
 
Your attachment will now appear under the green attachment bar. 
 

 
 
If you have navigated through all the submission packet screens and there are still documents you 
need to include in your packet, go back to the “Study Documents” section and attach them there then 
click “save a continue”.  “Study Documents” is a catch-all for miscellaneous documents. 
 
When you have gone through all the sections of the submission packet you will see a screen letting 



you know that you have completed the submission packet. 
 

 
 
 
 

Designating Sign-offs 
 
When you have completed the protocol application and gone through all sections of the submission 
packet and uploaded your study documents, you will see a screen letting you know that you have 
completed the submission packet. 
 
If you are ready to assign the personnel that needs to sign off on the submission, click “signoff and 
submit” (2 locations – clicking on either is fine). 
 

 
 
 
You will be asked if you require additional routing for approval.   
 
Selecting “No” will bypass your opportunity to view the personnel designated to sign off on the 
submission.  The submission will be sent to just the Principal Investigator and routing for signatures is 
done.  For registrations, the IRB is only requiring that you get PI signoff. 
 
Selecting “Yes” will allow you to view the sign-offs that can be designated for this submission and add 
additional sign-offs if you choose.  
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After clicking “Yes”, you will be shown a list containing the Principal Investigator, any Co-investigators 
and any Research Support staff that were selected as part of the KSP in the study shell (questions 
3.1, 3.2A and 3.2B). 
 
The box next to the Principal Investigator will be selected by default.  If any of the additional Key 
Study Personnel need to sign off on the submission, check the box next to their name and click on 
“save and continue”. 
 

 
 
 
If you need to add any additional people for sign off, you can do so by clicking “add signoff”.  You can 
then “find” and select the person you wish to add, just as you did when selecting personnel for the 
study shell. 
 
If you add multiple people for sign off, you can select the order in which they will receive the 
submission for electronic signature. 
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Once you click on “Save and Continue”, you will see a screen summarizing the sign-offs that have 
been selected for the submission.  If you are satisfied with the designated sign-offs, select “Yes – you 
have completed your selection” and then “Save and Continue”. 
 

 
 
 
To view where your submission is in the signoff and submission process, go the “My Studies” and 
open up this study. 
 
On the right under “Outstanding Submissions” you can track the location and workflow of this 
submission by click on the magnifying glass symbol under “Track Location”. 
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You can see the date and time each step of the sign off process has occurred 
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Signing Off on a Submission 
 
If the study’s Principal Investigator has their email address entered into iRIS under “My Assistant” and 
then “My Account Information”, they will receive an email notification that a submission has been sent 
to them to review and signoff on. 
 
When the PI logs into the iRIS system, they will see an incomplete task on their iRIS homepage that 
says “Submission Routing Signoff”. 
 

 
 
After clicking on the “Open” symbol, the PI can see their signoff sheet (it is all on one page). 
 
They can open the study documents and/or select and print portions of the submission packet.   
 
The Principal Investigator must check the boxes for each investigator certification statement.  
 
There is a section for the PI to add optional comments regarding the submission. 
 
The Principal Investigator can then approve or deny the submission and then apply their electronic 
signature.  Their electronic signature is the user name and password they used to log in to the iRIS 
system. 
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Once the Principal Investigator has signed off on the submission, it will be routed to the next person 
designated in the sign-off order (if any). 
 
Once all signoffs have been completed, the submission packet will be routed to the IRB office. 
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