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* A few slides are updated thanks to the feedback received after the meeting. 
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Clinical Research Connect 



Agenda 

Clinical Research Connect: Launch June 5 
 
First adopters:  
Anesthesiology, Neurosurgery, Surgery 
 
Scope: what’s included and excluded for June  
  
Planning next steps and timeline 

 



Clinical Research Connect is a workflow with abilities to capture data once,  
auto-generate documents and forms,  

submit electronically,  
sign documents electronically using DocuSign,  

send email notifications, and more. 

Clinical Research Connect is a new workflow within the SOM Workflow Platform 

Clinical Research Connect 



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

IRB Protocol Builder 

IRB Online Institutional Review Board 

Compliance Requirements 

Compliance Requirements 
• CIRB 
• Conflict of Interest 
• ESCRO 
• CoC (FDA, NIH) 
• FERPA/SBS 
• Investigational Drug Services 
• IBC 
• IRB Reliance Agreement(s) 
• ISPRO 
• Neonatal ICU 
• New Medical Device 
• Non-UVA Institutional Approval 
• Protocol Review Committee 
• Radioactive Drug Research 

Committee 
• RSC/HIRE 
• SOM CTO Review 
+ Requirements after IRB Approval Contract,  

Proposal Routing Form 

Budget 

Billing Coverage Analysis 

Ancillary Services 
• Ambulatory Clinic/Hospital 

Nursing Unit/Cancer Center 
Infusion 

• Biorepository and Tissue 
Research Facility (BTRF) 

• Clinical Laboratories 
• Continuum Home Health 
• Clinical Research Unit 
• Health South 
• Radiology and Medical 

Imaging 
• Supply Chain Management 
• Therapy Services (Physical 

Therapy, Occupational 
Therapy) 

PTAO set-up 

Grant Pricing Request 

Clinical Research Connect 

Ancillary Services 

Ready for Enrollment 
 

OnCore 
Clinical Trials Mgmt 

System 

ResearchUVa 

Electronic Submission and Approval System Integrations 

Common Information 
Feasibility Assessment 

   Study Start-up Future State 



IRB Protocol Builder 

IRB Online 

Compliance Requirements 
• CIRB 
• Conflict of Interest 
• ESCRO 
• CoC (FDA, NIH) 
• FERPA/SBS 
• Investigational Drug Services 
• IBC 
• IRB Reliance Agreement(s) 
• ISPRO 
• Neonatal ICU 
• New Medical Device 
• Non-UVA Institutional Approval 
• Protocol Review Committee 
• Radioactive Drug Research 

Committee 
• RSC/HIRE 
• SOM CTO Review 
+ Requirements after IRB Approval 

Ancillary Services 
• Ambulatory Clinic/Hospital 

Nursing Unit/Cancer Center 
Infusion 

• Biorepository and Tissue 
Research Facility (BTRF) 

• Clinical Laboratories 
• Continuum Home Health 
• Clinical Research Unit 
• Health South 
• Radiology and Medical 

Imaging 
• Supply Chain Management 
• Therapy Services (Physical 

Therapy, Occupational 
Therapy) 

OnCore 
Clinical Trials Mgmt 

System 

ResearchUVa 

Electronic Submission and Approval System Integrations 

    June rollout 

 
Biorepository and Tissue Research Facility 

(BTRF) 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Institutional Review Board 

Compliance Requirements 

Contract,  
Proposal Routing Form 

Budget 

Billing Coverage Analysis 

PTAO set-up 

Grant Pricing Request 

Clinical Research Connect 

Ancillary Services 

Ready for Enrollment 
 

Common Information 
Feasibility Assessment 

 
All other Ancillary Services are 

Informational 
 



Clinical Research Connect – Study Start-up Phases, Steps and Statuses 

Not Ready 
Not Applicable 
Open 
In Progress 
Complete 
Informational 



Every study in the workflow will have a unique UVa Study Tracking Number,  
auto-generated based on: “HSRYY####” 

After Study Workflow Name Creation: 



• Capturing Principal Investigator Computing ID/Name; the system populates Primary 
Appointment.  
 

• Capturing Responsible Organization and Award Owning Organization; the system 
populates Department Chairs’ information,  certain study roles and information. 
 

• Capturing Study Personnel.  

Principal Investigator and Study Personnel Information, Study Organizations 

Main reason: Clinical Research Connect Access and Populating Proposal Routing Form 



Find the person and other contact information will be populated 



Capturing additional study information, such as Protocol Owner Name 

Customer list from the Integrated System (Oracle) available for selection. 



Capturing additional study information, such as Study Type for reporting 



Capturing Study Population for reporting 



Study Reports providing executive summary for a particular component, used to create PRF 
Study Notes for common communication 



Study Documents 



Study Documents: Easy Upload function, previous versions are available 



 Identifying IRB Review Type 



Steps change status depending on actions and completion of prerequisites. 

For example:  
• Submission of IRB Review Type “Completes” the IRB Review Type step.  
• Dependent steps, such as three shown above became “Open”. 
• Saving information on a step changed the status to “In Progress”.  

For example:  
• The “Committee” step is “Not Ready” until the “Submission” is complete.  



Certification is an automatically generated document.  
It will be signed electronically by PI, PI’s Primary Appointment Department Chair, 

Responsible Department Chair,  Award Owning Department Chair, 
 and the SOM Dean’s Office. 

Replacing signatures on the Proposal Routing Form and Department Chairs’ signatures on 
IRB Application 



How to “DocuSign” 



Additional important steps: Contract and creation of PRF, PTAO 
Budget and Grant Pricing Request 

Grant Pricing Request has a link to a new application allowing study team search for 
procedures and identify their pricing. 

Generating At-Risk PTAO for Industry studies earlier in the process.  



Grant Pricing Request – New Application 
Allowing to search for procedures and access pricing 

Managed by the SOM Clinical Trials Office 



Compliance Requirements: IRB Protocol Builder  Clinical Research Connect 

Requires study team’s acknowledgment that they 
have completed related questions in IRB Protocol 
Builder and have indicated UVa Study Tracking 
Number 

Automatically setting “Applicable” and  
“Not Applicable” for each requirement.  



Electronic Submissions and Outcomes Prior to submitting to IRB 

Compliance requirements steps will become “Open” if were identified as “Applicable”;  
“Not Applicable”  otherwise. 



Electronic Submissions and Outcomes Prior to submitting to IRB (continue) 



Data Security Plan and Highly Sensitive Data Storage Request are Auto-generated 



ISPRO Approval of the Data Security Plan and Highly Sensitive Data Storage Form, which 
will be signed electronically  



IRB-HSR: Submission, Signing, Status and Information 
 

IRB Submission: Clinical Research Connect  IRB (auto-generated email) 
IRB Status and Information: IRB Online  Clinical Research Connect 



Electronic Submissions and Outcomes After IRB Approval 



Ancillary Services – starting point 

For June rollout: only BTRF step provides electronic submission.  
Other steps do not provide electronic submission to the ancillary services; they are 
informational only, providing instructions on the submission/review process.  



Preliminary and actual submission to Investigational Drug Services, IDS Status 



Billing Coverage Analysis and Final steps to Completion 



Clinical Research Connect Process and System Highlights 

Automated 25 compliance requirements prior to submission to IRB 

Automated 100 study start-up components 

Eliminated more than 10 signatures and allowed electronic signing  

WE HAVE A PLATFORM to connect study team to all the steps in the highly complex process  

Allowed generation of At Risk PTAO earlier in the process 

Provided access to research pricing throughout the study management  

Reengineered Data Security Plan generation 

Created Feasibility Assessment framework  

Moved toward single point of data entry, provided visibility and increased awareness 

Established foundation for reporting, analytics, and decision making 



Planning Next Steps 

July-August: review, assessment, finalizing Phase 2 
scope and timeline 
 
September: starting Phase 2 development 
 
Fall 2017: Decisions on rollout to SOM and beyond 
 
 

 
 



Clinical Research Connect 

THANK YOU! 
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