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If there is time to submit for IRB review before the patient receives treatment, the following process should occur:   

Please request an iRIS account at https://christus.imedris.net for each physician that will administer this drug. 

 

Upon the creation of iRIS account(s) for the Physicians, the submission process can commence. To submit, the 

physician or other staff member will log into iRIS.  From the user’s iRIS home page: 

• Select “Add a new study”. 

• Select “Research application” and select the appropriate application. (Please answer all applicable 

questions)   

 

The submission should include: 

 

 Protocol 

 Informed Consent (signed and dated) by subject or legally authorized representative 

 FDA Form 1571 "Investigational New Drug Application (IND)" and Form 1572 "Statement of 

Investigator" or Form 3926 "Individual Patient Expanded Access" (signed and dated)  

 Letter of Authorization from the medical product developer 

 Letter to FDA requesting Compassionate Use 

 Expanded Access/Individual Patient IND Cover Letter (FDA) Approval correspondence from the FDA  

 Investigators Brochure 

 Letter from another Physician or CMO concurring with the PI’s plan of treatment  

 Curriculum Vitae/Resume (signed and dated) 

 Medical Licenses, if applicable  

 Any other relevant documents listed in the table for completion of the submission  

 

If you have any questions please contact: 

 

  christus.irb@christushealth.org IRB Phone: 469-282-2686  

 

  Phyllis Everage, Director Human Subject Research Protection Program,  
         Vice Chair, Institutional Review Board 

phyllis.everage@christushealth.org  

 

  Kailtyn Bambino, Coordinator Institutional Review Board II 

kaitlyn.bambino@christushealth.org  

 

  Jyothsna Ginjupalli, Coordinator Institutional Review Board II 

jyothsna.ginjupalli@christushealth.org 

 

 

 

 

  Jacquelyn Collins, Program Manager Regulatory Affairs 
jacquelyn.collins@christushealth.org 
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