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Agenda 
 

 Overview of WCG & WIRB 
 

 Stony Brook - WIRB Submission Process 
– Preparing Initial Review Submission  
– Managing Site in MyConnexus  
– Continuing Review 
– Change in Research 
– Promptly Reportable Information 

 
 Connexus Demonstration 

 
 Q & A   

 



Overview of WCG and WIRB 



WIRB – Copernicus Group 
  

 Clinical Services Organization 
 6 IRBs: 

 WIRB 
 Copernicus Group “CGIRB” 
 Aspire 
 New England  
 Midlands  
 Hummingbird  

 
 
 
 
 
 
 
 
 



Single Review Solution aka “SRS” 
Studies 
 Dual Review Studies between WIRB and one of our sister IRB’s. 

 Typically Copernicus Group “CGIRB” 
 

 We both are the “central” IRB 
 

 Institutional sites like Stony Brook will go to WIRB for review and 
central sites go to our sister IRB. 
 

 The Sponsor will submit updates on your behalf after initial review 
 Revised Protocols, Amendments, New Ads, etc. 

 
 
 
 
 
 
 
 
 



Stony Brook –  
WIRB Submission Process   



Preparing Your Initial Review Submission 

 STEP 1: Contact WIRB Client Services to ask whether WIRB has 
reviewed your protocol (provide # or title) 

 If yes – 
 Request WIRB-approved ICF Templates for the study 
 Ask whether the study falls under the Single Review Solution 

(SRS) 
 If no –  

 Compile all protocol/site documents for submission 
 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 2: Download Initial Review Submission Form 
 SMART Form PDFs are available in two places: 

 www.wirb.com in the “Download Forms” section 
 Connexus -  Quick Access Links – IRB Forms and Guides 

 
 
 
 
 
 
 
 
 

http://www.wirb.com/


Preparing Your Initial Review Submission 
 STEP 3: Complete Initial Review Submission Form 

 Select Submission Type (2 Common Options): 
 

 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 3: Complete Initial Review Submission Form 
 Select WIRB as IRB and Indicate Institution Name/Number 

 
 
 
 
 
 
 
 

Stony Brook University 133384  



Preparing Your Initial Review Submission 

 STEP 3: Complete Initial Review Submission Form 
 Site contacts  

 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 3: Complete Initial Review Submission Form 
 Research Locations – List all where research activity conducted 

 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 3: Complete Initial Review Submission Form 
 Human Subjects Protection Training Requirement 

 
 
 
 
 

 Note: WIRB does not require source documentation of 
Certificates of Training. These should be housed appropriately 
in your regulatory binder and provided to the reliance 
administrator as required. 
 

 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 3: Complete Initial Review Submission Form 
 Reference the end of the form for a list of required 

submission documents 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 3: Complete Initial Review Submission Form 
 Check Your Work and Finish! 

 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 4: Log into Connexus 
 

 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 5: Find Study (if additional site to existing study) 
 Click the “My Studies” tab 
 Find the study to be submitted and click on the blue “IRB 

Tracking” number to select 
 Under “Submissions for this Study” select “Submit New 

Investigator” at the top right of your screen 
 

 
 
 
 
 
 
 
 
 



Preparing Your Initial Review Submission 

 STEP 6: Complete Wizard, Upload Documents, and Submit! 
 
 
 
 
 



Preparing Your Initial Review Submission 

 To Submit New Protocol (new to WIRB) 
 Click “Make Submission” tab 

 
 
 
 
 
 
 

 Complete Wizard, Upload Documents, and Submit! 
 
 
 
 
 
 
 



After You Submit… 

 You receive a Submission Tracking Number 
 

 WIRB staff prepares the submission 
 

 A WIRB panel or expedited reviewer reviews the research for your 
site 
 

 WIRB staff assembles and finalizes documents 
 

 Outcome documents are sent to email list and posted to 
Connexus under the PI Workspace  

 
 
 
 
 



 You will receive a Certificate of Action “COA” with your Outcome 
Documents. It will list the following: 

 WIRB Board Action Date “Approval Date” 
 Expiration Date 
 Approved Research Location(s) and PI 
 The documents that were reviewed 
 List of study personnel on the email distribution list. 

 

 You can add others to the Connexus workspace for your PI. 
 Use the Contact Information Update Form for changes to study 

contacts or continuing review contacts. 
 
 

 
 
 
 
 
 



Managing Your Site in Connexus  
 Locate in Connexus under My Investigators 
 

 
 
 
 
 
 
 
 



Managing Your Site in Connexus  
 Locate in Connexus under My Investigators 
 

 
 
 
 
 
 
 
 



Managing Your Site in Connexus  
 Locate in Connexus under My Investigators 
 

 
 
 
 
 
 
 
 

Approval documents 
displayed here 

Click to view or make 
submissions  

Click to manage access 
to this site workspace 

only 



Contact Information Update Form 
 Necessary to update the contact who receives IRB 

correspondence  
 
 
 
 
 

 
 



Change in Research Submission Form 



Continuing Review 

 Submit a “Site Progress Report” aka Continuing Review Report 
Form. 
 

 WIRB sends sites a Site Progress Report three weeks prior to the 
due date listed on the form, which is about 77 days prior to the 
expiration date of the study. 
 

 The form will be emailed to the individual listed on the initial 
review submission form. 
 
 
 

 
 



Continuing Review Report Form 



Planned Protocol Deviations & 
Promptly Reportable Information 



Planned Protocol Deviations 

Requesting changes before they take place 
 

 

 Submit a Change in Research Submission Form. 
 

 Anything that needs board approval before the event takes place. 
 Examples: Inclusion / Exclusion criteria, out of window 

visit. 
 

 It usually takes about 3-4 business days for approval of the 
deviation. 

 

 Send urgent requests to the Account Manager via email. 
  

 
 
 
 
 
 
 

 
 



Promptly Reportable Information 
 

  
 
 
 
 
 
 
 

 
 



Promptly Reportable Information 

Reporting events that have already taken place 
 

 

 Use the Promptly Reportable Information Submission Form. 
 

 Select the appropriate option from the form, and include the 
following information: 

 Date of occurrence and discovery 
 Brief description or outline of the topic/process/problem being 

documented 
 Cause of issue or actions taken leading to issue 
 Actions needed to correct issue 
 Changes proposed to prevent recurrence 
 Method of implementation 

  
 
 
 
 
 
 
 

 
 



Promptly Reportable Information 

Reporting events that have already taken place 
 

 

 After you submit, you will only hear back from us if the event leads 
to a Board review.  
 

 We will contact you within 30 business days. Otherwise, no news 
is good news. 
 

 If the Medical Reviewer determines that the event meets the 
criteria of serious non-compliance, continuing non-compliance, 
etc., then we will inform the study contacts of the upcoming Board 
Meeting. 
 

  
 
 
 
 
 
 
 

 
 



Promptly Reportable Information Submission Form 



Questions? 

• Contact WIRB-Copernicus Group Client Services: 
 
 
 
 
 

• Contact Jon Gellert (Account Manager): 

 Office: (360) 570-1309 

Email: jgellert@wirb.com 

Office: (360) 252-2500 

  (800) 562-4789 

Fax: (360) 252-2498 

Email: clientservices@wirb.com 

mailto:clientservices@wirb.com


Thank You! 
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