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Topics to be discussed:

• DOA
• Parameters Document
• Annual PI/CRC Effort
• Payment Schedules
• Enrollment Expectations
• Local IRB review
• CIRB Submission
• WebDCU
• Contacts



DOA

 The person listed on your Investigator Information Form as the Regulatory PI should be the 
only one assigned to the PI role.

 The other PI (endovascular/non-endovascular) listed on your Investigator Information Form 
should be listed as the MPI.

 Any other MD/NP/PA should be listed as a Sub-Investigator

 Only the PI can be assigned to Overall Responsibility of the Trial (Responsibility “A”)

 Only a PI/MPI/Sub-I will be allowed to Determine Eligibility (Responsibility “C”) due to the 
complexity of the Domain A inclusion criteria.

 Only a PI/MPI/Sub-I will be allowed to assess for Adverse Events (Responsibility “F”)

 Only one person can be assigned to the PSC role



Parameters Document

Please review the Parameters Document PRIOR to 
submitting your regulatory documents

Basics

-Only upload PDF

-E-Signature is allowable per Docusign, Florence eBinders, Adobe signature, or Apple 
Document sign

-Available in the STEP toolbox in WebDCU



Parameters Document Continued
CV- Must be signed/dated. Must list person’s current affiliation with site. E-signature is acceptable. If CV 
has end date listed for site affiliation, use the end date and not the 5-year expiration date

HSP training- Follow local institutional policies for completion and ongoing maintenance of these 
certifications. If no expiration date listed and local institutional policy is greater than 5 years, 
documentation of institutional policy must be uploaded with certification. The expiration date in this 
case would be 5 years from date of upload. 

License- Current license must be valid for state where the site is located.

NIHSS Certification- Certification is required for Investigators and study coordinators who will be 
completing the NIHSS assessment with subjects. Certification must be obtained through an authorized 
provider (AHA, BlueCloud, APEX Innovations, etc). 



Parameters Document Continued
Protocol Training- Must be completed for BOTH the Master and Domain A protocols.

Heidelberg Bleeding Classification Training- Only for those assigned to responsibility “F” 
Assess Adverse Events,  PI/MPI/Sub-I

Investigator Agreement- Must only be signed by the PI (Regulatory PI)

FCOI- Expiration date only required in WebDCU for PI and MPI.   Expiration date must be the date of 
the CIRB Prime Expiration date. Only FCOI for people in roles A, B, C, and F are required to be 
uploaded to WebDCU.  All other FCOIs need to be filed in your local regulatory file. 

Protocol Signature Page Master and Domain A- Must only be signed by the PI (Regulatory PI)



Annual PI/CRC Effort
 Quarterly payments of $20,489.93, totaling $81,959.74 annually (inclusive of F&A)

 Sites will be eligible for the first quarterly payment once the site is released to enroll. 

 The first payment will be prorated to the number of months operational within the 
quarter. 

 Participant enrollment at sites receiving this support will be closely monitored and 
could be reduced or withdrawn if the site is not meeting standards defined in the 
statement of work. 



Annual PI/CRC Effort/Payment Schedule
 No, this money is NOT guaranteed for the whole 5 years.  

 Yes, this is in addition to the per patient payment and start-up

 No, we aren’t telling you how you can spend this money

 Yes, you get paid from BOTH the Master Payment Schedule and Domain A Payment 
Schedule each time you enroll a participant

 Participant travel expenses come from your per patient payment



Enrollment Expectations
No one gets enrolled in the Master-it just spells out the overall platform design

Domain A

25 participants in the Low NIHSS score strata (4 years)

AND

25 participants in the Medium Vessel Occlusion strata (2.5 years)

Yes, this means the expectation is that each 
site will enroll 50 participants in Domain A



Local IRB Submission
 Remember that it is StrokeNet policy for your local IRB review to occur PRIOR to the CIRB 

review.  The memo is attached in the regulatory documents email (StrokeNet Memorandum for 
Local Site Context Review at Relying Institutions).



CIRB Submission
 Jen Golan sent an email to all sites at the end of May that contained an attachment with all the 

documents you will need for your local and CIRB submission

 Does this look familiar????



CIRB 
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CIRB Submission
 YES, it’s a lot of information, but do yourselves a favor 

 and review it thoroughly prior to starting your local or 
 CIRB submission.

 Need signed/dated (within 2 years ) CV for both the PI and MPI

 Need FCOI signed/dated for both the PI and MPI

 Tracked changes and clean ICF

 Local Site Context Form with all research locations listed



WebDCU
Any name discrepancy between the uploaded document and the name listed in 
WebDCU , requires that a note-to-file (NTF) be uploaded with the document 
(one pdf) that explains the variation. 

OR 

If the name listed in WebDCU  is incorrect, contact the NDMC team to correct it. 
A NTF will not address an incorrect name in WebDCU.



Contacts
Jennifer Golan (golanjl@ucmail.uc.edu) - consent reviews, CIRB submission questions

Jessica Griffin (simonsjl@musc.edu) - IT data security questions

Melissa Hoffman (hoffm2ma@ucmail.uc.edu) - Regulatory document, CIRB 
submission and payment questions

Harriet Howlett-Smith (howletha@ucmail.uc.edu) - protocol questions

Caitlin Schaffner (schaffne@musc.edu) - WebDCU access, data entry questions

Email:  STEP@uc.edu
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QUESTIONS
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