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 • Funding source 
identified 

• Feasibility assessed 
• Site selection 

confirmed 
• Costs, space and 

personnel needs 
identified 

 
 
 
 

• Conflicts of interest 
disclosed 

• Conflicts managed 
• CITI training complete 

for all personnel on 
budget 

 
 
 

• Internal forms 
approved by 
institution 

• IRB under review 
 

• Contract fully-
executed 

• IRB approved 
• WBS account set up 
• Training requirements 

met 
  

• IRB active 
• WBS active 
• Subjects 

recruited/enrolled 
 
 

• WBS closed 
• IRB closed 
• Study documents in 

storage 
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ACTIVITIES 

 

 

MILESTONES 

 

• Sponsor selects  site  
• PI assesses 

feasibility: 
o Protocol viability 
o Study costs 
o Patient 

population 
o Personnel needs 
o PI availability 

• Sign contract 
questionnaire as 
requested by Dept. 
Staff 

• Verify COI 
disclosures 

• Sign contract as  
requested by SPA    

• Oversee budget 
negotiations 

• Sign internal forms 
and route to SPA 

• Submit MATRIX and  
IRB application to 
IRB for review 

• Revise/provide 
additional 
information to IRB 
as needed 
 

• Host site initiation 
visit by sponsor 

• Recruit/enroll 
subjects 

• Meet with site 
monitor 

• Submit IRB closure 
documents 

• Sign SPA closure 
documents  

• Submit to  SPA: 
1. Protocol 
2. Editable contract 

template 
3. Contract 

questionnaire 
signed by PI 

• Complete MATRIX 
• Negotiate  study 

budget 
• Submit final budget 

to SPA 
• Submit internal 

forms to PI for 
signature, then SPA 
for review    

• Prepare/route 
MATRIX and  IRB 
application to PI for 
signature 

• Revise and provide 
additional 
information to IRB 
as needed 

• Request Research 
Study Build 

• Manage financial 
activity 

• Submit data to 
sponsor 

• Submit IRB 
continuation  

• Order drug/supplies 
• Generate invoices  

• Negotiate contract  
• Identify special 

requirements and 
seek counsel as 
needed 

 

• Append final budget 
to final contract; 
obtain signatures 
(PI, sponsor & 
institution) 

• Review/submit 
internal forms for 
approval by Dept., 
College , Institution   

• Review COI 
disclosures  

 
  

• Advise IRB of fully-
executed contract  

• Sends final Subject 
Injury text to IRB for 
comparison with  
consent form 

• Set up WBS after IRB 
is released and 
internal forms are 
approved 

 

• Reconcile WBS 
activity 

• Ensure receipt of 
final payment 

• Prepare SPA closure 
documents 

• Retain records in 
compliance with 
sponsor 
requirements 

• Close WBS 
• Retain records in 

compliance with 
institutional policy 

 

REVIEW / NEGOTIATE IN PARALLEL 

• Negotiate contract 
amendments and 
extend studies as 
requested by Dept. 

http://www.unmc.edu/spa/_documents/Contract-Questionnaire-2014.docx
http://www.unmc.edu/spa/_documents/Contract-Questionnaire-2014.docx
https://edge.unmc.edu/adis/
https://edge.unmc.edu/adis/
http://www.unmc.edu/spa/billing/forms.html
https://net.unmc.edu/rss/
https://net.unmc.edu/rss/
https://edge.unmc.edu/adis/
https://edge.unmc.edu/adis/

