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Completing a New Study Submission in eIRB+ 
 
Create the “New Study” in eIRB+ 

• Go to the main page for eIRB+ and log-in. 
• Once in the system you will be brought to your inbox. 
• On the left side of the page toward the top select Create New Study to open the Basic 

Information screen. 
 
 

 
 
 
Basic Information 
In order for eIRB+ to generate a new study submission (and create an STU number), you must also 
complete the sections indicated with the red asterisk in the Basic Information section.  
Throughout the submission, selecting “Continue” should save changes, however, make sure to click 
“Save” periodically to ensure that all your information to date is saved.  

• Enter the study title as listed on the protocol. 
• Create the study short name (refer to above instructions for format). 
• Enter a brief description of the study briefly (no longer than 1 paragraph) summarizing the main 

question the research is designed to answer, all primary objectives of the study and the methods 
that will be used in the study (This can be pulled directly from the protocol). 

• Choose the best selection, Social Behavioral or Biomedical, which best describes the type of study 
you are entering.    
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• Choose the name of the Principal Investigator by clearing your name and typing in the text 
box.  Registered users will populate as the name is being typed. Select the PI by clicking on 
the name when it appears. 
 

• Answer the question of whether an external IRB will act as the IRB of record for the study. 
Once you select the correct option and save, you will not be able to revise your selection.  (If 
you are selecting “Yes” to this question, please move to the “IRB SUBMISSION PROCESS: 
EXTERNAL IRBs” section of this handbook to complete the submission.) 
 

 
• Select the type of study as Single-Site, Collaborative Study, or Multi-Site study  

o Single site: regardless the number of locations/sites, the NU IRB will serve as the IRB only 
for NU 
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o Collaborative study: each site will conduct a portion of the study and the NU IRB will 
either serve as the IRB of record for all participating sites or defer review to another 
external IRB 

o Multi-site study: more than one site will conduct the entire study and the NU IRB will 
either serve as the IRB of record for all participating sites or defer review to another 
external IRB 
 

• Attach the protocol and local protocol addendum (if applicable) by selecting “Add” to open 
the attachment window.  Browse to the protocol file on the R: drive to upload it to the 
application.   

• Select “Continue” in the bottom right corner. 

 
**Please note:  At any time while completing a new study submission in eIRB+, if you are unable to 
complete a required field in one section you can still navigate to other sections of the application using 
the drop-down navigation pane at the top of the application. You can then come back later to fill in 
incomplete sections. 
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You can also click “Exit” to leave the study application. You can come back and complete the rest of the 
submission at any time by clicking “Edit Study” on the main study page. 
 

 
Sources of Funding and Other Support 

• If the study is sponsored, included grant funded, you will need to indicate “yes” for Question 1 
and enter the InfoEd number (e.g., SP0054321) that corresponds to the grant or contract funding 
the sponsored study. If you cannot locate InfoEd number, contact the finance teams and/or 
research administrator who works with the contract to obtain the information. 

• If there is more than one funding source for the study, you can select multiple InfoEd records 
(funding sources) for a study. 
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• If the study is not externally sponsored, or if project is sponsored, but did not go through 
Northwestern University (e.g., SRALab or Lurie Children’s is managing the grant), please select 
“no” to the question.  

• For Question 2, this information can be found on the second page of the New Project Intake 
Form.  If it is missing, contact the study coordinator to obtain the information.  

  
Study Team Members 

 
• To add team members who are a part of Northwestern, click “Add” in the upper left corner at 

item 1. 
o Type the first or last name in the box associated with item 1 and click select for the name 

you are entering. If the study team member’s name does not appear in the list, please 
contact the individual to make sure that they are registered for eIRB+. If they are not 
eIRB+ registered and/or need to complete CITI training, please see the “COMPLETING 
CITI TRAINING” and “REGISTERING IN EIRB+” sections at the beginning of the Handbook 
for next steps.  

o Select the role in research (Co-Investigator or Study Team Member) for item 2. 
o Select whether or not the team member will be involved in the consent process at item 

3. 
o Click “OK” once you have finished adding study team member or “OK and Add Another” 

until you’ve finished adding team members. 
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• To add a team member who is not affiliated with Northwestern (external personnel), click “Add” 

under item 2. 
o Enter the first name, last name, Institution, Email Address, Telephone Number, Training 

Date, select the Role in research and select whether or not the team member will be 
involved in the consent process at item 4. 

o Training documents (i.e. CITI or NIH human subjects training) are to be uploaded later on 
in the “Supporting Document” section of the application for each external study team 
member. 

• Once all study team members are entered, select “Continue” in the bottom right corner. 

 
**Please note: If you have any questions or are unclear about a study team member’s role and/or 
whether they are involved in the consenting process, please make to sure contact the study team for 
clarification. 
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Study Scope 
• The answers to these questions can be found in the study protocol.  
• If you select “No” to either selection, then subsequent study application pages will not appear 

(i.e. if you select that no drugs are involved with the study, then the “Drugs” section of the study 
application will not appear when you select Continue). 

• Select “Continue” in the bottom right corner once completed. 
 

 

 
Drugs 

 
• If there is a study drug(s), click “Add” under item 1. 

o In the box that pops up, within the comment field under “Select the drug”, you can begin 
to type the name of the study drug.  If is listed on a pre-populated list, it will appear for 
selection.   

o If you cannot find the drug in the pre-populated list, enter it in the appropriate field 
below the selection box. 

o In item 2, attach files related to this drug (e.g. Investigator’s Brochure, package insert). 
o Select “OK” once finished or “OK and Add Another” if the study has multiple study drugs. 
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• If the study is not conducted under an IND (and an NU investigator does not hold an IND 

exemption), this page is complete and select “Continue” in the bottom right corner. 
• If the study is conducted under an IND, click “Add” under item 2. 

o If an NU investigator holds the IND, enter the appropriate information into the box that 
pops up. 

o If the study is a sponsored study where the sponsor holds the IND, you can find this 
information in the study protocol or from the sponsor contact, and enter the appropriate 
information into the box that pops up.  

• If the NU investigator or study sponsor provides any documentation related to the IND (e.g. 
acknowledgement of IND submission, study may proceed letter, IND exemption letter), upload it 
to item 3 by clicking “Add”.  

o A letter is required when an NU investigator holds the IND or received an IND exemption. 
o A letter is not required when an industry sponsor holds the IND, but if provided you may 

include. 
• Once all study drug information is entered, select “Continue” in the bottom right corner. 
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Devices 

 
• If there is a study device(s), click “Add” under item 1. 
• In the box that pops up, within the comment field under “Select the device”, you can begin to 

type the name of the study device.  If it is listed on a pre-populated list, it will appear for 
selection. If you cannot find the device in the pre-populated list, you can enter the name in the 
same box. 

• Attach files related to this device (e.g. device manual, Instructions for Use, or informational 
brochure).  

• Select “OK” once finished or “OK and Add Another” if the study has multiple study devices. 

 
 

• Under item 2, select whether any device exemption types are applicable (e.g. IDE, HDE, non-
significant risk device, or IDE exempt). 

• If no device exemption types are applicable to the study, or if non-significant risk device, or IDE 
exempt, then you are done with this page and select “Continue” in the bottom right corner.  

• If the study is conducted under an IDE or HDE, click “Add” under item 3. 
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o If an NU investigator holds a type of device exemption, enter the appropriate 
information into the box that pops up. 

o If a sponsored study where the sponsor holds a type of device exemption, you can find 
this information in the study protocol or from the sponsor contact, and enter the 
appropriate information into the box that pops up.  

• If the NU investigator or study sponsor provides any documentation related to the device 
exemption determination (e.g. acknowledgement of IDE submission, IDE approval letter, 
abbreviated IDE letter, IDE exemption letter), upload it to item 4 by clicking “Add”.  

o A letter is required when an NU investigator holds the IDE/HDE. 
o A letter is not required when an industry sponsor holds the IDE/HDE, but if provided you 

may include. 
• Once all study device information is entered, select “Continue” in the bottom right corner. 

 
Consent Forms and Recruitment Materials  

 
• Upload all consent forms, including NU IRB consent forms for external sites containing site-

specific edits, if applicable (item 1) and NU recruitment/retention material (item 2). 
o Updates to a previously approved consent form (not a clean consent form being 

submitted for a new study) should be uploaded from the R: drive as a tracked changed 
document (section 1 of the attachment window below).  However, after uploading the 
file, be sure to remove the “(tracked changes)” portion of the file name (section 2 below). 
This is done because the IRB displays the name provided here on the approval letter, and 
revising the file name will ensure that the approved consent form will not read in tracked 
changes and create confusion for someone retrieving it at a later date. 
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o NU recruitment material consists of documents seen by the public/potential study 
subjects that requires and contains all Northwestern University required recruitment 
elements (i.e. content can be controlled by NU study staff and is used specifically at NU). 
For instance, a study-wide website run by the study sponsor would not be included in this 
section (but would be included in Supporting Documents).   

o Recruitment materials not seen by the general public (i.e. doctor to doctor letters) do not 
need to be submitted to the IRB for review and can be omitted from the study 
application. 

Supporting Documents 
• Upload all remaining study documents that will be used to conduct the research that require IRB 

review. This includes but may not be limited to the following documents: 
o All materials seen by the public/potential study subjects not defined as “recruitment 

materials” in the Consent Forms and Recruitment Materials section (i.e. surveys, 
questionnaires, ID cards, instruction booklets, unmodified recruitment items part of a 
Central Recruitment Campaign, etc.) 

o If included as appendices to the study protocol, each document must still be individually 
uploaded here.  

o Radiation dosimetry form and memo (see Supporting Documents section of Essential 
Regulatory Documentation for more information) 

o SRC Committee approval letter 
o External personnel CITI training certificates 
o Data collection forms (for chart review studies) 
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Sites 

 
• The site information is found on the Intake Form. 
• “Northwestern University (NU) – Chicago” will always be a selected site for all studies we process 

in NUCATS. 
o Sites should include “Robert H. Lurie Comprehensive Cancer and/or its affiliates” if the 

study has been approved by the cancer center. The cancer center approval letter is 
uploaded into Supporting Documents. 

• If there will be any external sites (i.e. non-NU affiliate sites) then include those sites by clicking 
“Add” in the second part of this section. The following information must be entered: 

o Site name, type (international, school or other) and location 
o Site contact information (name, email, phone) 
o Whether NU IRB is IRB of record for the site 

• External sites are typically applicable when completing a New Study Submission when NU is a 
Data Coordinating Center, or DCC (data from external sites is sent to NU for collection and 
analysis).  

• External sites may also be study sites that choose to rely on Northwestern as the IRB of Record. 
External study sites are typically designated when completing a New Study Submission  

• Select “Continue” in the bottom right corner once completed. 
 
Final Page and RSS 
The RSS Form is the final page of the new study submission. Prior to forwarding any submission to the PI, 
the RSS form must be complete. If you are unsure how to answer a question, the blue help circles  
have useful clarifying information. 
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1.0 Cancer Research 

 
1. Question 1 asks if the research study is cancer-relevant. 

a. Help text will assist with determining if a study is cancer-relevant 
 

2.0 Operational Data 
 

 
1. Question 1 has to do with the collection of PHI from NMHC. Will any Protected Health 

Information (per HIPAA definition) be accessed or collected as part of the study? This 
includes but is not limited to patient names and other identifiers, addresses, dates of 
service, etc.  

a. Yes: the data for the study will include PHI 
b. No: the data for the study will be completed de-identified or will contain only 

aggregate counts 
2. Question 2 asks about the use of students, residents, and fellows at FSM as participants. 

a. If the research includes the use of students, residents, or FSM Fellows, 
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documentation supporting approval from FSM (e.g. correspondence from Dr. 
Marianne Green indicating compliance with their policy) must be attached. 

 
3. Question 3 asks about Community Engagement in the research.  

a. The answer will typically be “N/A – No organizations, including clinical sites and 
community partners, will participate in this research in any capacity.”  

 
2.0 NMHC 
1. The NMHC affiliation selected for Question 1 should reflect what is provided on study documents, 
including the 1572 and Consent form. 

 
2. If there is a 1572 for the study, Question 2 will be completed. 
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3. Indicate if equipment, hardware or software will be brought to NMHC for the study. This should be 
confirmed by the study coordinator or PI for the study. 

 
4. Question 4 discusses the type of patient being seen for the study. For example, for studies where 
patients will receive overnight infusions at the CRU, “Inpatients” would be selected. 
 

 
5. For any additional service locations being used, indicate this here. For example, if the study has an 
investigational drug being stored at the pharmacy, select “Investigational Pharmacy” 
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6. Indicate that you agree with Northwestern’s liability policies by selecting the “I Agree” box 

 
3.0 Data Security 
The section will be completed if the PI is a Feinberg School of Medicine faculty member collecting health 
information on research participants. If completing this section, you will need to complete a Data Security 
Plan form (DSP).  The DSP documents the methods used to record, store, and transmit subject study data 
in order to protect PHI. 
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You will see the following at the bottom of the RSS Form: 

 
• Click the “Finish” button to exit the form. This will not submit the study application; it will only 

bring you back to the main study page in eIRB+. 
• Once ready to be submitted for review, on the main study page click “Notify PI to Submit”. 
• You will be directed to a text box, where a message may be entered. Please use the following 

template language for all submissions forwarded to the PI: 
 

Hello Dr. (PI’s last name), 
 
The submission is complete and ready to submit. 
 
Thank you, 
(Your first name) 
 

• After you click “OK”, an email will be generated notifying the PI to submit the study to the NU IRB. 
The PI will not be able to submit until the RSS is complete. 
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