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Introduction 

The Integrated Research Information System (iRIS) is a web-based application designed by Integrated Medical Research Informational Systems (iMedRIS) to help create, manage and process research protocols. 

It can be accessed from any computer that has a connection to the NIH internal network.  

Information about iRIS is located on the CCR IRB Website:  http://home.ccr.cancer.gov/IRB/
IRIS URL: address to enter the system is:     https://iris.nci.nih.gov/imedris/
Logging into the system 
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Staff will use their NIH login User ID and Password to access iRIS
Note:  NEVER give anyone else your username and password and NEVER allow anyone else to log in as you.  The system keeps “electronic signatures” based upon User ID and the address of the computer being used. 
System/Browse Requirements

PC should use Internet Explorer version 6 or higher

MACs should use Mozilla/Firefox version 2.004 or higher

Basic System Set Up  

Home page provides system information and allows the user to navigate throughout the system.  The screen below is the iRIS homepage.  Users can return to this page at anytime by clicking on the iRIS logo in the upper left hand corner or the Home icon. 

This page contains three sections, the Top Header, the Menu and the Task section. The Menu can include the five accesses listed in the screen shot below.  This manual will focus on the My Assistant and Study Assistant access.
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Header Section provides identifying information including the user’s primary branch and review board. It contains the iRIS/iMedRIS icon in the upper left hand corner.  Users may click on this icon to return to the home page from anywhere in the system.  This section also includes the Help button and logout button.

Menu Section allows users to navigate to different screens in the system depending on the action to be completed.  The menu has two sections, My Assistant and Study Assistant

My Assistant 
This section of the menu contains user account information and system information
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My Account Information lists user information, including contact and credentials data. It is also the location for users to upload their CVs. 

Contact Info page will contain users’ NIH Enterprise Directory (NED) Account information.  Users’ telephone numbers and email address should be updated in the NED.  This will be used as a resource for other iRIS users, including the Review Board Administrators.  
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Announcements link will open a page that contains system wide announcements that have been posted.  Check here for any new information. 
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Operating Procedures will contain links to NCI CCR IRB Policies & Procedures as well as to the Operating Policies specific to each review board.   

Study Assistant

This section of the menu provides links to system pages that will allow you to conduct your protocol tasks.
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Add a new study link opens the initial data entry fields for entering a new protocol in iRIS.  
My Studies link opens a page that contains all of the protocols a user has been assigned to as Key Study Personnel.  Opening a protocol from this page will navigate a user to the Submission/Study Management workspace which enables access all the protocol documents and submission forms (including multiple versions).   

Find a Study link opens a search page which allows a user to find a study by “P” number, IRB number, PI (Active and Inactive), Sponsor, Branch, Abbreviated title, Study Status, or Expiration date.

All Branch Reports link opens a page of predefined reports for all branches.  Access to reports is limited and will available to authorized users. 

Branch Reports link opens a page of predefined branch specific reports. 

Set up List by Branch link opens a page that provides users a central location to set up administrative processes and lists

Task Section

This section is located in the center of your Home Page and has four tabs: 

Incomplete Tasks will display all tasks that have been sent to a user for an action

Complete Tasks display all tasks completed by a user 

Not Opened Correspondence contains all iRIS messages sent to users 
about 
the system

Previously Opened Correspondence contains all iRIS messages sent to users that have been read.

My Studies Page contains all studies that a user is a Key Study Personnel (KSP).  Studies can be filtered by study status, IRB number (NIH Clinical Center protocol number), the “P” number (pre-approval system generated number), or by the most recently accessed. 
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Once a study is located, a user can click on the Open icon and enter the Submissions/Study Management page to access any of the forms and applications related to the protocol.

Submissions / Study Management Page – The main protocol workspace.  All protocol actions are conducted from this page. This page contains two tabs, Submissions tab and the Study Management tab.

Submission Tab contains submission forms, the study application, sections for uploading documents, and outstanding submissions. 
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Study Management Tab allows users to enter/update study data in the applicable  sections: 
· Key Study Personnel
· External Study Personnel (non NIH)
Department Access (ICs/Branches)

· Drug/Biologic/Chemical Agents

· Device(s) information
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Three of these sections are tables that may be accessed in the Study Management page or through the Initial IRB submission form Study Application.  These three tables are: 

· External Study Personnel (non-NIH personnel)

· Drug/Biologic/Chemical Agents

· Device  

If data is entered via the Study Management page, it will appear in the Study Application.  

These tables allow staff to enter study information in a concise table format that will be transferred to subsequent protocol submission forms for reporting purposes. 

To enter Drug/Biologic/Chemical Agents data table: 
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1. Click on the Add new Drug to the study button.
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2. Search the list by drug name  
If the drug is on the list,  

1. Click on the Open/Select icon to the left of the drug name 

2. Enter additional drug data

3. Click on Save Drug Info button 
3. Click on the Back button  
If the drug is not contained in the list:

1. Click on the Add a New Drug to the Master List button
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2. Complete the questions

3. Click on Save Changes button
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4. Complete Manufacturer and IND data 

5. Click on Save Drug Info
6. Click on Return back to the Application button


NOTES:  
· Only Investigational drugs are to be listed here. 

· Commercial should not be entered.

· When an Associate Investigator (AI) is the IND holder on a protocol, staff should select the PI button and in the comment box below, type in the information identifying the AI as the IND holder.

The new drug data has been added to the list of drugs added to this study.  

Communication in iRIS 

The System Announcements are generated by System Administrators about system information.  Users can access the announcement by clicking on the icon that appears in the header of the homepage or click on the Announcement icon or under My Assistant.  These announcements will appear in users’ NIH email. The sender is “NCI iRIS Notification.”
Email Correspondence/Study Correspondence can be generated within iRIS.  The link to access these emails is located on the Submission/Study Management workspace on the Submissions page.  This is the communication mechanism for staff within iRIS.  Non-NIH staff can be added to the email, however, non-NIH staff email addresses must be manually entered into the system.  NIH staff will receive these emails in their NIH email also.  This email is not secure and therefore, should not include patient information.

How to create a correspondence:

1. From the Submissions/Study Management workspace, Click on Study Correspondence located on the Submissions page.
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2. Click Add a New Correspondence.
3. Click on Recipient(s):  to select Key Study Personnel to whom you will send the email by placing a check mark in the box next to their name and click Save changes
4. Click on Additional Recipient(s): to add Non-Key Study Personnel

i. Click Add a new Contact
ii. Enter the name and email address of additional correspondents.  

iii. Click “Save and Return”.

5. Type the message in the text editor. 

6. Add Attachments by clicking on the “Attachment” button.  

7. Enter the title of the attachment 

8. Click Upload
9. Click on the Browse button to locate the file to attach

10. Click OK  to upload the document

11. Click Save & Send Correspondence to send your message.  

12. A confirmation from iRIS that the message has been sent will be generated.  
System Mechanisms 

As users go through the application, it is important to understand the mechanisms of Screen and Form items to ensure navigation, data entry, and document uploading is done properly.  Listed below are the main form items in iRIS. 

Save and Continue Button

Each section/screen has a Save or Save and Continue button.  Staff members must remember to click on the save button before moving to another screen or the data entered will be lost.  iRIS does not have a reminder pop-up to warn that the data has not been saved.
Back Button

When navigating through the system always use the Back button located in the upper right hand corner of your screen to go back to a previous screen.  The Browser button should not be used to navigate in the system.
System Timeout Warning

iRIS has a time out after 40 minutes of inactivity.  A screen will pop up requesting user to select staying in the system or logging out of the system. Users must select an action or they will be logged out of the system.  

[image: image16.png]RIS vy e,hadms

Integrated
Research Information System

Would you like to continue?

There has been no interaction with the system in 40 minutes. Session login is
calculated on requests to the system.

Yes, Continue working |

No. Logou (Changes on this form since the lastsave will be los) |





Sorting Feature
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Display Study

iRIS displays studies by two numbers:

Project Number (“P number”) is a system generated number that is assigned when a protocol is initiated in the system and has not had IRB approval.  

IRB Number is the NIH Clinical Center protocol number and replaces the “P” number when the protocol has IRB approval.

Note:  The system Display studies drop down menu defaults to the IRB number.  Users should be aware that they will need to select “P” number to access protocols with these numbers.

Red asterisk
 *   indicates a required field.
Radio Buttons:

Radio buttons only allow one selection. 
Example of a radio button
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Check Boxes:

The check box allows for more than one answer.  

Example of the check boxes
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Text Boxes:  There are various questions throughout the application that will require text answers.  iRIS is not case sensitive.  There are 4 different types of text fields: 

Numeric Field - allows for numeric answers.  The field itself will be a short box.      

Example of a Numeric Field
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Single Line Text Field will allow a limited number of characters and is represented by a long box.   

Example of a Single line text
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Multi-line Text Field is unlimited in its capacity to hold text.  It is represented by a deep 

box.   

Example of a Multi-line text box
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Text Editor field is also unlimited in its capacity to hold text, but it will allow you to

Format/Edit text, including tables and special characters.  To access this type of text field, the user should click on the green bar as in the example below. The rich text editor will look like a small Word editor.  

  To spell check the data, click on the [image: image23.png]


 button.

Example of a Text Field
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NOTE: Users may type or copy/cut and paste text from a Word document into these
 fields. 
iRIS is not designed to maintain table structures that are pasted into a text box (Word or Excel).   The table structure is lost when the data is populated in the pdf versions of forms.  Users should not cut/copy and paste tables  into iRIS. 

Tables

iRIS has two types of tables imbedded in forms, static and dynamic.  

Static tables have set number of rows.
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Dynamic tables allow users to add multiple lines of data.  These extra rows are added by clicking on the Add a new row button.  Deleting rows can be done by clicking in the box at the beginning of the row and clicking on the Delete selected row(s) button.
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System Checks and Validations:

All mandatory fields have been assigned a red asterisk *.  
Users will receive an immediate warning to complete a mandatory field if an answer is required in order for the appropriate subsequent questions be accessed. 
Note:  An example is the Minimum and Maximum age of study participants.  The response to this question will direct the user to pediatric questions or adult questions.

System business rules or validations have been set up in the system for each form.  The system will generate a list of errors after saving the last section of a form. A Validation Check screen will appear with a list of errors in red. 
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1. Users should click on each red error link to be directed to the incorrect or incomplete question. 
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2. Upon completion of the question, users should click on the Validation/Save Form button (in red) in the top right hand corner.
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3. If the question has been corrected properly, the user will be directed back to the list of errors.

4. The same process should be followed until all questions are corrected/completed.

Sign and Submit 
The final screen includes a Save and Signoff for Workflow routing button.  
Note:  The only way to return to the form without submitting is to click on the Back button.  
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By clicking on this button, users will be presented with their signoff page and signature routing selections for other personnel.
Reference numbers:

A six digit number is generated by iRIS for each submission form
Note: Staff should use this number to track each submission 

Adding a New Protocol in iRIS 

To set up a protocol in iRIS, the following 2 steps should be completed:

STEP 1

Click on Add a Study from the Study Assistant

STEP 2

Complete the first three sections:

General Information (Full Title of Study, Abbreviated Title of Study)

Set Up Branch Access(s) (Branch designation)

Key Study Personnel Access (select all staff listed on Protocol and other study staff)

Note:  The Full Title of Study and Abbreviated Title of Study can not be changed in the system by users after clicking on the Save and Continue to the Next Section button.  Users will have to contact the Protocol Review Office and request any changes.
General Information  
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Enter the full study title and the study Abbreviated Title.    

Note:  Notice that as each section is opened, the left hand side of the screen becomes a navigation menu.  This menu may be used to return to any section to make changes.  The entire application/form may be viewed by clicking on the “Entire view of the Application” tab. No editing can be completed when viewing in this tab.   
Click Save and Continue to the Next Section button. 

Setup Branch/Institute(s) Access 
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The user’s default branch/institute appears on the branch access list for a study.  Add all branch/institute of the Key Study Personnel. 
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To add a branch/institute: 

1. Click on the Add button

2. Scroll down through the list to find the appropriate branch/institute. 
3. Click on the check box to the left of all applicable branch/institute. 

4. Click Save Changes 
5. Click Save and Continue to the Next Section 

Grant Key Study Personnel (KSP) access to the study 
Key study Personnel are those individuals who are listed on the protocol face sheet or provide protocol support.  All individuals listed in this section will have access to the protocol documents.  However, only the PI, AIs, and the Study Coordinators are able to submit forms to the Review Boards.  Please refer to Role Definitions in this manual to assist in assigning Key Study personnel roles.
To Add Key Study Personnel:
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1. Click on Add button
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2. Enter the last name of the person you wish to add and click Find. 
3. Select the search mechanism that is applicable.  If the individual has not logged into iRIS before, the LDAP (NIH directory) should be selected.  If the individual has logged into iRIS previously, select the iRIS database to search.
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4. Select the correct user by placing a check in the box to the left of their name.  Then click Select User(s). 


To select multiple personnel: 

i. Enter a % sign in the Last Name box

ii. Select the appropriate Branch or All if you do not know the branch

iii. Click Find
iv. Place checks in the box next to all the names of staff you wish to select  

v. Click Select User(s) button
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4. Click on the drop down below their name(s) to indicate their role in the study.
5. Click Save and Continue to the Next Section 

6. The Submission/Study Management Workspace will open.

Note:  The data entered in these three sections will pre-populate any subsequent

     submission forms for this study. 

Non-NIH Personnel
1. Non-NIH personnel may be entered manually in the External Study Personnel Table.  

2. This is the only table that Adjunct PIs are entered.
3. This table is accessed from either the Study Management Tab of the Submission/Study Management page or the Multi-Institutional Study section of the Study Application.

[image: image39.png]bbreviated Title:  Standard Care Protocal
ory Ee o mpe o € Preteel - Study Management [4)Back

Study Status _Sudyfile: Continuing Treatment Protocol for Patients in the Center For Cancer Research

Epiration Date: 08/27/2007

‘Submissions smdy Management

Study Details

Study Summary/Profile
Screen Access

Key Study Personnel
External Study Personnel
Review Board Selection
Department Access Click here to
Inclusion Criteria enter non-NIH
Exclusion Criteria collaborators

Treatment Criteria

Workup Criteria
Drug/Biologic/Chemical agents

Devices

B
B
B
B
B
B
B
B
B
B
B
B
B

‘Sponsor Matrix



 

1. Click on External Study Personnel to access the table to enter data
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2. Click on Add External Personnel to Study button
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3. Enter Personnel data

4. Click on Save External Personnel Info button
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5. Click on Back button to return to Study Management page
Role Definitions

The key study personnel roles in iRIS have been unified with the study roles recognized by the NIH (1195 form). The names and definitions of the NIH-accepted roles are listed below, and additional instructions are included to assist staff in understanding how to apply each role in the protocol and in iRIS. 
· The following individuals will be subject to the NIH Conflict of Interest rules and DEC review:

· All staff listed on the protocol Face Sheet 
· Staff listed in the Key Study Personnel section of iRIS as PI, MAI, LAI, AI, Research Contact or Accountable Investigator (if this is not the same as the PI)
· NIH Investigators who appear on the protocol face sheet should be assigned as Principal Investigator, Medical Advisory Investigator, Lead Associate Investigator, or Associate Investigator, Research Contact  in the Key Study Personnel in iRIS.. 
· Individuals assigned as Medical Advisory Investigator, Lead Associate Investigator, and Associate Investigator roles can be assigned additional roles (e.g., Accountable Investigator, Research Contact) in the Research Staff Section, but should be included as an AI if their name appears on the Face Sheet of the protocol. 

· Two roles that are exclusive to iRIS function and that allow for the administrative processing of protocols and actions by the applicable staff are also defined below. 

NIH Defined Roles 
Principal Investigator (PI): PIs must be NIH employees and responsible for designing, conducting and monitoring protocols, ensuring the protection of human subjects, overseeing the informed consent process and the integrity and analysis of research data, including prevention of conflicts of interest by all associate investigators on their protocols. PIs assure that protocols are followed and that data are collected promptly and accurately. They are responsible for ensuring that necessary approvals are obtained. There is only one principal investigator for each protocol. PIs must be qualified members of the credentialed CC senior, junior, research or adjunct staff, registered nurses, pharmacologists, psychologists, or other health professionals. Consultants, contractors, and students may not act as principal investigators. 

Medical Advisory Investigator (MAI): Assists in the development of the clinical aspects of the protocol and advises the PI on clinical matters. An MAI must be identified when the PI is not a member of the Junior or Senior Staff, or when the Clinical Director, IRB, or Director, CC, consider it warranted. The MAI must be a member of the CC Junior or Senior Medical Staff. 

An MAI should be used if the PI is not credentialed at he NIH Clinical Center, such as a nurse (non-nurse practitioner), pharmacist, or allied health professionals. 
The MAI role should not be used for a Medical Monitor. 
Lead Associate Investigator (LAI): an individual who played a leading role in the formulation, writing, and implementation of a clinical research protocol under the mentorship of the protocol’s principal investigator. A lead associate investigator may be a physician, a dentist, a Ph.D., an RN, a member of the allied health professions, or a trainee. 

At the present time, the LAI role is the same as our Protocol Chairperson role and was designed primary to recognize the contributions of fellows who can not serve as a PI. Lead Associate Investigator will replace Protocol Chairperson on NCI protocols in updated protocol template guidelines and iRIS updates. 
Associate Investigator(s) (AI): an individual(s), other than the PI, API, MAI or LAI, who makes substantial contributions to the conceptionand design of the study, or to the acquisition of data, or to the analysis and interpretationof data. There may be several AIs on a protocol. 

Note: Contract data managers should not be included as Associate Investigators and should not be listed on the protocol Face Sheet. 
Research Contact: the individual(s) to whom the Patient Recruitment and Public Liaison (PRPL) Office refers potential participants who have questions about the protocol. 

This role should be used to identify branch referral coordinators or offices. The Office of the Clinical Director will assist in establishing an e-mail box for such an office. 
Accountable Investigator: tenured or tenure-track investigator or senior clinicians who are responsible and accountable for the scientific quality and expenditure of resources for the protocol. In some Institutes, the Accountable Investigator is the Branch Chief or Department Head. 

Note:  For CCR protocols, in most cases, the PI is the Accountable Investigator. This role should only be assigned in iRIS if the Accountable Investigator is a different individual than the PI. 
Adjunct Principal Investigator (API): an individual serving as the principal investigator who is not an NIH employee. If the protocol has an Adjunct Principal Investigator, there must be a named NIH Principal Investigator who is an employee and who will be responsible for the conduct and conflicts analysis of the protocol. The relationship between the Adjunct PI and the NIH PI will allow for the conduct of collaborative protocols between the intramural and extramural/outside medical community. 
IRIS Specific Roles (These individuals may not be listed on the Protocol Face Sheet) 
In addition to the roles listed above, the following roles are used in iRIS in an administrative capacity: 

Study Coordinator: this role allows for study set up, completion of forms, and submission of all forms in iRIS. This role is designed for Branch protocol support office personnel or for a research team member who processes the team’s protocol actions. More than one individual can be assigned to this role (e.g. Branch-specific protocol support office and the research nurse may all be assigned study coordinator role in iRIS). Associated Investigators that are Study Coordinators should be listed as both in iRIS KSP.
Study Contact: this role will receive all correspondence sent from iRIS regarding all protocols actions. The Study Contact can not submit forms in iRIS. iRIS defaults this role to the PI, but the PI can be removed from this role if desired (the PI will also receive all correspondence on protocol actions in iRIS). More than one individual can be assigned to this role.
Completing the Study Application and Submission Forms
After setting up a protocol in iRIS, users may upload study documents, complete submission forms or complete the Study Application. The Study Application and submission forms are located on the Submission page of the study Submissions/Study Management Workspace.
NOTE:  The version number and date listed in the header of each submission form is the version of the iRIS form and the date the version became available for use. 
· Each time a form is upgraded, users will be presented with a dialog box asking if they would like to convert to the most recent version of the form.  
· Users should always click yes on the dialog box and click on the Convert to New Version button at the top of the page.
PRMC Submission Form:

This form requires data entry of basic protocol information and the upload of the protocol document for PRMC Board review. 
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1. Click on PRMC Application 
2. The protocol title, abbreviated title, and Principal Investigator will be pre-populated with the data the user entered in the three sections (STEP 2).

3. Click on Add New Form button to access form

4. Complete the questions in each section 

5. Click on the Save and Continue button in the top right hand corner to move to next section of form.

6. Upload Protocol document in the last section before submitting to the PRMC

7. Click on Save Document
8. Click on Back button to return to form

9. Click on Save and Signoff for Workflow Routing button

10. Complete Signoff 

11. Select Key Study Personnel and Other Personnel for review and sign

Initial IRB Submission Form 

This form requires data entry of basic protocol information, completion of the study application (Form 1195 data), IRB information and the uploading of required documents.  

Note: The Study application can only be submitted to the IRB by being attached to the Initial IRB Submission Form.  
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1. From the Menu, Click on My Studies 

2. Open the appropriate protocol

3. Click on Initial IRB Submission Form
4. Click on Add new form button
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1.1 Protocol Title:

Test Protocol to demo for the Manual
1.2 Abbreviated Title:

Demo for Manual

1.3 Principal Investigator:

Alson Wise
1.4 Research Activities that are Exempt from IRB review
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1.5 Comments for the IRB about the submission:

1.6 Attach or complete the Study Application for this protocol

No Application has been associated with this submission.





5. The protocol title, abbreviated title, and principal investigator will be pre-populated with the data that was entered at the time of protocol set up in iRIS.  

6. Enter any comments for the IRB as appropriate.

7. Click on Attach or complete the Study Application for this Protocol green bar to open the Study Application.  This application contains the Form 1195 and IRB information questions.
8. Click on the Edit/View icon to open the application if it has been initiated prior to completing the Initial IRB Submission Form.
Note:  For Initial IRB submission forms and Study Applications created after 2/29/2008, the PDF for the 1195 form will no longer be generated from the Study Application.  It will be generated using the “Printer Friendly” button on the Initial IRB Submission form.  For Study Applications created before 2/29/2008, the PDF of the 1195 is still generated using the “Printer Friendly” button on the Study Application.  The PRO will print out the 1195 with the electronic signatures and submit to OPS to obtain hard copy Clinical Center personnel signatures.  The final 1195 that includes the electronic signatures and the hard copy Clinical Center personnel signatures will be scanned and sent to study team through iRIS.  At this time, the signatures of the PRMC Chair, IRB Chair, and Clinic Director will not print out on the hard copy if the Study Team members print the 1195.   

9. Complete the questions in each section of the study application  per the instructions on each screen.

10. All data entry checks will be applied at the end of the application. 

Note:  All corrections must be completed before the system will allow this application to be attached to the form

11. Upon successful completion of the application, the user will be returned to the Initial IRB Submission form to complete. 

12. Upload all required documents.  

13. Click on Save and Continue to the Next section

14. Click on Save and Signoff for Workflow Routing
Amendment Submission Form
The process for submitting an Amendment in iRIS includes updating the Study Application and completing the Amendment Submission form.  The Amendment submission form provides direct access to the Study Application to be updated and attached. 

1. Click on the Amendment submission form from the Submissions page
2. Click on Add a new form

· Complete the Amendment form that includes checking all the protocol areas that will be updated in section 1 of the form.
	1.11 

	Protocol changes include: 



	
	Check all that apply: 
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	1.12 

Protocol sections that were amended: 


	Check all that apply: 
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	1.13 

Changes to Informed Consent documentation: 


	Check all that apply: 
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3. Make changes per the amendment 
4. Update Key Study Personnel on the KSP screen presented within the Amendment submission form.  
· If “NIH Personnel” is checked in the Protocol changes section (section 1) of the Amendment Form users will be presented with the KSP screen to make the changes
· Do not make changes to the Key Study Personnel in the Study Application.
5. Click on the Attach or complete Study Application green bar

6. Click on the Create a Revised Application button

6. Open new version of the Study Application

7. Modify necessary data in the Study Application

8. Save the Study Application

9. Attach the Study Application to the Amendment Form
10. Attach all appropriate documents

11. Submit Amendment submission form for signatures
For those studies that have never had a Study Application completed prior to submitting an Amendment, staff must complete the Study Application using the data from the protocol amendment and submit with the Amendment Submission form.
How to complete Personnel changes in the Amendment form:
1. Personnel changes are made on the Personnel Change Request section of the form.  This section looks and functions the same as the Key Study Personnel section.  
2. Click the Add button next to for the personnel you wish to add.   

3. To remove personnel, click on the Add button next to the category marked “Please select any existing personnel you wish to remove:” 
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4. A list of all previously entered personnel and their study roles will appear. [image: image70.png]Project Number:
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5. Select the personnel to be removed by clicking the select box to the left of the name.  If an individual is listed more than once, select each instance.  
6. Click “Save Selection.” 

7. Click on Return to Form button

· Personnel changes will not be officially changed in the protocol in iRIS until the Amendment has been approved.  

· Upon notification of approval, the Protocol Review Office (PRO) will complete the Personnel change in iRIS to reflect the Amendment.  

· Changes to the full title, abbreviated title and the précis will be officially completed in iRIS by the PRO upon approval of the amendment. 

· Non-NIH personnel data do not require the PRO to complete the change in iRIS.  Changes made by the user will be saved in iRIS at the time of the change.

Continuing Review Submission Form (1195-1)
1. Click on the Continuing Review submission form from the Submissions page

2. Click on Add a new form

· Complete the Amendment form that includes checking all the protocol areas that will be updated in section 1 of the form.
3. Complete form questions and upload require documents 
Note:  The Continuing Review Submission form contains unique tables and required documentation.

Accrual and Demographic table – data will still be provided by the Central Registration Office.  Users should enter this data into the table.  The Central Registration Report should not be attached to the form for submission  This table must be completed before the users move to the next section of the form.

DEC Clearance - DEC Conflict of Interest (COI) Clearance form should be attached to the Continuing Review Submisson.  If users do not have the DEC COI Clearance by they time they submit, they should inform the Protocol Review Office.  When DEC Clearance is received, it should be submitted via the Other Study Documents Submission Form.

Adverse Event Summary Table – users should complete the Adverse Event Summary table after analyzing their AE data.  The table has been developed to submit summarized data and not raw data.  

· Users can produce their own Adverse Event Summary spreadsheet and upload with this form.  However, the spreadsheet must be set up with the same column headers as the AE table contained in the submission form.

· The data for the AE report should include AE data since the last Continuing Review.

   Expedited Adverse Events Submission Form

1. To report an Adverse Event, click on the Expedited Adverse Event Submission and Follow-up form under the Submission Forms column heading on the Submissions screen.  
2. Click on Add New Form 
To Submit an Initial Expedited Adverse Event form:

a. To submit an Initial Expedited Adverse Event, click on the radio button in front of the word Initial.

b. Complete the form
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Note:  The adverse event table in the submission form is a dynamic table that enables users to add numerous lines by clicking on the Add a new row button.

To Submit a Follow up report:

a. To submit a Follow-up report to a previously reported adverse event, click on the radio button in front of Follow-Up.

b. Click on the green bar located below the instructions, “If follow-up, associate the initial AE”.  

c. Users will be presented with all of the Expedited Adverse Events that were previously submitted for this protocol and should select the Initial Expedited Adverse Event submission associated with this follow-up submission.

d. Click on Save Selected Event button 

Note:  This action will link the initial and follow up reports.  For follow up reports, the initial AE data will be pre-populated in the report.  Users should edit this data with the follow up data.
e. Click on Text Editor to list the changes since the original report
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3. Click Save and Continue to continue to each section of the form.   
4. Route for signature
Review Response Form 

Users will receive a Review Response Form from the Clinical Director, PRMC, IRB, 

or the PRO If there are any questions, stipulation, or recommendations for the user to respond.
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General submission process

1. This form is generated when a stipulation or recommendation is entered in the system.  Users are not able to generate.

2. Users will receive a Review Response form in their incomplete tasks from the appropriate board/office

3. Team enters responses to the stipulations/recommendations and routes for signature
4. Applicable Board/Office receives review response submission form and  completes action or returns for additional information.
5. Return to step #2 (if response is not complete/correct)
NOTE: On the Review Response form, users should respond to each stipulation/recommendation separately.  Entering responses to all stipulations in one section makes it difficult for Board Chairman and members to review.  In addition, the PDF output form will not accurately reflect the responses.
Special Exemption Form

· This submission form must be created independently of a protocol since each Special Exemption is considered to be an independent protocol.  

· To initiate this form:

1. Click on Add a new Study from homepage menu

2. Click on Special Exemption Form under Submission Forms on the Submission/Study Management page

3. Enter all data

4. Route for appropriate signatures 

Uploading documents 

Informed Consent Document 
To upload the informed consent in iRIS, click on the Informed Consent section via the Initial Review Submission Form or through Submissions tab. 
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1. Click on Informed Consent link
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2. Click Add New Consent button. 
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3. Click on the Add an informed consent from an existing electronic document you already have? button   
4. Click on Next Screen button
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5. Click on Upload Your Consent Document bar

6. Click on the Browse button to locate and upload the consent document 
7. Enter Consent title 

Note:  iRIS does not auto populate the Consent title when uploading a consent document.

8. Complete questions

9. Click Save Consent button 
Note:  The Word icon in the upper right hand corner of the screen indicates that your document has been successfully uploaded.  
Study Documents 

Uploading study documents (study protocol, advertisements, flyers, questionnaires, investigator's drug/device brochures, etc.) can be done via the appropriate submission form or through the Other Study documents link on the Submissions tab 

To upload a document: 
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1. Click either the “Add Multiple Documents” or the “Add New Document” as appropriate.  
Single Document Upload: 
1. Click on Add a New Document
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2. Click on Upload button
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Instruction: Uploading a document into IRIS™ requires locating the document on the computer.
Once you have located the document dlick on the ‘Save selected file' button. The buttons will
become disabled. If the document is a large document the window will stay in place until the
upload operation has completed.





3. Click Browse to locate the document.   

4. Click Save selected file”. 
5. Enter the version number, version date, category information   

Note:  For single document uploads, the document name will auto populate the title field.  Users can type over this information with a different document name

How to Associate a document to multiple protocols:
Currently, the following submission forms allow users to associate a document uploaded in these forms to multiple protocols:  

· Other Document Submission form (IB submissions) 

· Participant Recruitment Materials Submission form 

· IND Safety Report Submission 

Associating reports/documents to multiple forms can only be accomplished after a submission form has been generated with the document uploaded.  
1. Click on the specific submission form with the document to be associated with multiple protocols
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2. Identify which report/document in the submission form to be associated

3. Click on Apply to multiple icon

4. A list of your protocols will appear
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5. Click on the check box on the far left of each protocol that you would like the safety report to apply
6. Click on Save a copy of selected form

 Multiple Document Upload: 
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1. Click on Add Multiple Documents on the Other Study Documents screen
2. Click Browse to and locate document to upload.   

3. Once you have located your document, click the OK button. 

4. Upoad all documents

5. Enter the Version date, and Category

6. Click on Save Records button 

Note: The title and version will auto populate after you have saved the documents.  Users may overwrite the title and version at any time.
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IMPORTANT REMINDERS:  When attaching documents to your Submission Forms, make sure to click on the “Save Attachment” button. 
At this time, the Compare document versions button does not work in iRIS.
Creating Document Revisions and Sharing Documents

In order to maintain version control of documents, it is recommended staff upload the original document in iRIS and use the Create Revision function to create a copy of the document that can then be Checked Out by Key Study Personnel for updating and upload into iRIS. This will ensure proper version control.
Replacing a document in iRIS with a document from user computer
1. Click on Other Study Documents link from the Submissions/Study Management page

2. Click on Edit icon of the document to be replaced

3. Click on Check Out document button

4. Click on Complete Check Out button immediately 

Note:  Do not wait for dialog box to open

5. Click on Check In Document button

6. Click on Browse button to locate file and save

7. Click on Save Document
Creating a revision of a document in iRIS
1. Click on Other Study Documents link
2. Click on Add Revision Button 
3. Click OK button on Confirm adding a revision,  “Are you sure you want to create a revision?”

Note:  Pop up screen will inform user, “A new version has been created.  The document you are editing is version x.xx.

4. Click on OK button

5. Click on Save Document

Note:  After saving the document the Other Study documents page will be presented with the new version available and the previous version located in a folder to the left of the document.  To access the previous version(s), click on the folder and the previous versions will be available.
Checking out a document to revise:

1. Click on Other Study Documents Link

2. Click on the Edit icon of the document 

3. Click on Check-Out Document button
4. Wait for Dialog box to open
5. Click on SAVE when Dialog box opens allowing user to open or save the document.

NOTE:  If you do not see the pop up box within 10 seconds, check the top of your screen to see if you have a Pop up blocker line that states “To help protect your security, Internet Explorer blocked this site from downloading.  Click here for options. Place the curser on the bar, right click, and select “Download Files”
6. FOR CONSENT DOCUMENTS:  Change the document name in the File Name section of the Save As box to identify the document.  Currently, the File Name auto-populates with the document type such as ConsentDocument.doc
7. Navigate to the location the file to be saved and save document

8. Click on Complete Check Out button
9. Click on the Back button 

Note: The user should see their name in red under the column header Checked Out.  This document version will not be accessible to any other key study personnel until it is checked back in.  

Checking document back in
1. Click on Other Study Documents link from Submission/Study Management page

2. Click on Edit icon of the document to check back in the revised document

3. The study document information page will open, Click on the Check in Document Button
4. Click on Browse button to locate file to be checked in
5. Click on file to check in

6. Click on Open button
7. Click on OK button

8. Click on Save Selected File button
9. Click on Save Document button in top right hand corner of screen
10. User will be returned to the study documents page and should check that their name is no longer listed under Checked Out By. This will confirm the document has been checked back in.

            Note:  The document is now available to other Key Study Personnel.
Deleting a document

1. To delete a document from the system, 

2. Click on My Studies
3. Open a protocol

4. Click on Other Study Documents or Informed Consent to access document(s) 

5. Click on the check box to the left of each document to be deleted

6. Click on Delete Selected Document(s) button

7. Click OK on pop up box requesting Confirm deletion, are you sure you want to delete?

8. Click on Back button to return to Submissions/Study Management page

Routing for Signature 
After a submission form has been completed and all appropriate documentation has been attached, the user must sign off on the submission and route to other staff for sign off. 
Note:

· All forms/documents should be reviewed by team members before the submitter routes for signature. 

· If a change in any of the documents or form data is required, the submission will have to be disapproved or retracted.  Disapproving or retracting a submission will remove all existing signatures.  After the changes are complete, the submission will have to be re-routed for all signatures.
1. Click on the Save and Signoff for Workflow Routing button.  This will present the submitter to the Submission Signoff Sheet

Note:  Submission documents may be viewed and Comments can be added by clicking on the [image: image85.jpg]


  icon next to Comments.  
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2. Select  Approve or Deny.  
3. Enter iRIS User ID and Password

4. Click Save Signoff button
The submitter will be directed to the Setup Signoff Submission Routing page.  
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This screen will allow you to route the submission to for signature before it is submitted to the appropriate review board.  
Note:  The system is defaulted to YES to select personnel for signature routing. 
1. Select the appropriate answer

2. Click on the Save and Continue button to move to the personnel selection screen
There are two groups to select from to route for signature: Key Study Personnel and Additional Personnel.  Staff will first be presented with the screen to select Key Study Personnel for signature.

Routing to Key Study Personnel:
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1. Click on the selection box to the left of the appropriate Key Study Personnel to sign-off 

2. Click on Save and Continue
Note:  

· Each individual selected will receive the submission to sign off concurrently.  An email notification to review and sign off on a submission will be sent to each reviewer.  
· The submission will not move forward to the Additional Personnel signature routing unless all Key Study Personnel signatures have been obtained.

Routing to Additional Personnel (non-Key Study Personnel such as Branch Chief and Clinical Director): 
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1. Click on Add Reviewer button
2. Find and Select the appropriate personnel
Note:  If the PI is also the Branch Chief, he/she will have to sign off twice, first as

          the PI and then as the Branch Chief for applicable submission forms.  

3. Select role for each reviewer
4. Change Order if needed (Please see Notes below)
Note: 

· The system defaults the order numbers in ascending order.  

· If the ascending order is maintained, the submission will be routed in sequential order and will not move forward in the process until each signature is obtained.

· To send the submission out to all Additional Personnel simultaneously, a “1” should be entered in each Order box.  
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5. Click on Save and Continue
Final Signature Routing Signoff
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 A final signoff submission routing screen is presented which will allow the submitter a final opportunity to add or remove Key Study Personnel or Additional Staff for signoff. 

After completing, click on the Save and Continue button. 

Adding/Removing Staff from Signature Routing (without eliminating existing signatures):

If a change in staff is required after submission has been sent out, complete the following actions: 
1. Click on My Studies

2. Open specific Study

3. Locate submission form in the Outstanding Submissions section

4. Click on icon in Track Locations Column
5. Access the Workflow – Submission Tracking screen 

6. Click on the icon titled “Branch Routing Review and Signoff in Process” under View Details to access the Setup Signoff Submission Routing screen

7. Add or Remove staff by unchecking the box to the left of the staff member
Note:  This change does not affect the remaining original signature assignments.
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Removal of Signatures through a submission form retraction:
1. Retracting a submission form will eliminate all signature assignments as well as any signatures that have been applied by staff before the retraction.  

2. The submitter must reroute for all signatures again.
Required signatures:

iRIS provides the ability for electronic signature.  When users complete the sign off process, this creates an electronic signature in the system.  Listed below are Submissions with the respective signature requirements in iRIS.  
	Submission Form
	Required PI Signature
	Required Branch Chief Signature
	Other required  Signatures
	Required signatures that will be obtained via internal submission signature routing by the Protocol Review Office 

	PRMC Submission Form 
	X
	X
	Not Required
	PRMC Chair

	IRB Initial application 
	X
	X
	Associate Investigators 

Accountable 
Investigator(if applicable)
Lead Associate Investigator

Medical Advisory Investigator (if applicable)
	PRMC Chair

CCR Clinical Director

IRB Chair
Clinical Center Director

Protocol Specialist

	Continuing Review 
	X
	X
	Accountable Investigator (if applicable)
	CCR Clinical Director

IRB Chair

Protocol Specialist

	Amendments 


	X
	X
	New Associate Investigators 

New Accountable Investigator(if applicable)

New Lead Associate Investigator

New Medical Advisory Investigator (if applicable)
	CCR Clinical Director

IRB Chair

	Closure to accrual
	X
	Not Required 
	Not Required
	IRB Chair

	Deviation/Violation 
	X
	Not Required 
	Not Required
	IRB Chair

	DSMB 
	Not Required
	Not Required
	Not Required
	Not Required

	Expedited Adverse Event 
	X
	Not Required
	Not Required
	CCR Clinical Director

IRB Chair

	Safety Reports 
	Not Required
	Not Required
	Not Required
	Not Required

	Outside IRB documents for Multi institute trials
	Not Required
	Not Required
	Not Required
	Not Required

	Participant recruitment materials 
	X
	Not Required
	Not Required
	CCR Clinical Director

IRB Chair

	Review Response
	X
	Not Required
	Not Required
	Not Required

	Short written consent form
	X
	Not Required
	Not Required
	CCR Clinical Director

IRB Chair

	Special Exemption
	X
	X
	
	IRB Chair 
CCR Clinical Director

Clinical Center Deputy Director



Workflow – Submission Tracking 

After submitting a document, staff will be presented with the Workflow – Submission Tracking page.  Staff should use this screen to determine where each submission is in the process. 
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  Users can also access this screen through Submissions Tab:

· Outstanding Submissions
· Submissions History 

Outstanding Submissions – Click on the Routing in Progress icon to view active submissions
NOTE:  When a user adds a comment to a signoff for a submission – a new icon will appear next to the details icon. You can mouse over the bubble to view the comments that the user added.
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Submission History:

The Submission History link is located on the Study Management screen under the “Miscellaneous” heading.  Accessing this screen will allow users to view all of the submissions that have been made on this study.  The screen has two tabs:  Submissions in Process and Completed.  

NOTE: iRIS will not provide notification upon receipt of submission.  Staff should utilize the Workflow Tracking page to review the status of their submissions
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Responses in iRIS

There are two types of responses users may receive after submitting a document:

Outcome Letter – the official final documentation of a submission. 

Outcome Letters are stored with the submission.  To view an outcome letter, click on “Submissions History” under the “Miscellaneous” section heading “View Outcome Letters” column.  The document will open when you click on the icon.

Attached documents should be uploaded into the Other study documents section of the appropriate study.

Stipulations and Recommendations – an electronic document requesting corrections, clarifications, or additional information regarding a submission 
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