
Clinical Research Improvement  
in Systems and Processes - CRISP 
November 17, 2015 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.uvabrand.com/nomenclature.html&ei=DJSZVLmaO6TjsATIzoKgBw&bvm=bv.82001339,d.cWc&psig=AFQjCNEPkqZJ8h4f0z8Kz34nIT9Y4JFm5w&ust=1419436992327364


Increased support and 
new roles 

 

Future State 
Process 

October - November, 2015 

The map of our journey - agenda 

Automation Decision 

Project Steering 
Committee Discussion 



Doug Johnson joining the Workgroup as Business Analyst  
Cricket Birk, RN CCRN 
Clinical Research Coordinator, Department of Anesthesiology 
Sandra Burks, RN, BSN, CCRC 
Associate Director, Surgical Therapeutic Advancement Center 
Stewart P. Craig, MS 
Assistant Dean for Research Administration 
Director, Office of Grants and Contracts 
Lori Elder, RN BSN CCRA 
Director, SOM Clinical Trials Office 
Susie Hoffman, RN BSN CIP 
Director: IRB for Health Sciences Research 
Doug Johnson, MBA 
Business Analyst, School of Medicine 
Lynn Koplin, M.A., CRCP 
Assistant Director of Contracts, Office of Sponsored Programs 
Johanna Loomba, BS, CCRC 
Director, UVa Neurosurgery Clinical Research 
Goga Radakovic, MD, CCRC 
Director, Office of Clinical Research, Cancer Center 
Catherine A. Reniere, MA 
Cancer Informatics Program Manager 



Linda Duska formally joining the 
Project Leadership team 
 

Linda R. Duska, MD, MPH 
Professor of Obstetrics and Gynecology 
Interim Associate Dean for Clinical Research 

Thea Grover-Patrick, MBA 
Director, Strategic Initiatives, Health System 

Sean Jackson, D.M.A 
Chief Information Officer, School of Medicine & University of Virginia Physicians Group 

Paul V Targonski, MD, PhD, MPH 
Associate Professor of Department of Public Health Sciences and 
Director for Clinical Research Initiatives 



Establishing a Steering Committee 
 

Elizabeth H. Adams 

Assistant Vice President for Research Administration, Office of Sponsored Programs, 
University of Virginia 

 

James A. Amato, MBA 
Chief of Clinical Ancillary Services and  
Interim Chief Operating Officer for Hospital and Clinics Operations 
 

David J. Hudson, PhD 
Associate VP for Research, University of Virginia 
 

Katherine L. Peck, MBA 
Chief Operating Officer, School Of Medicine 
 

Margaret A. Shupnik, Ph.D. 
Professor of Medicine and Physiology, Division of Endocrinology and Metabolism 
Senior Associate Dean for Research 

 

 
 



Workgroup meeting with SOM IT 
• Future State Flow 
• Future State Data Points 
• Functional Requirements (92 items) 



Automation Decision - platform 
• Using highly configurable Workflow platform developed by SOM IT 

• Clinical Faculty Hiring – since April 2014: 
• More than 200 offers extended and accepted. 
• From submission to SOM HR to Reaching candidate = 

average 5 days. It includes review, approval, signing. 
• From submission to SOM HR to Candidate’s acceptance = 

average 18 days.  
 

• Faculty Merit increase 2015 – August 2015: 
• More than 300 documents generated and signed. 

 
 

• Research and Instructional Faculty Hiring – since October 2015: 
• 33 workflows initiated. 
• 8 offers extended and accepted. 
• Average time start to acceptance = 4 days. 



Automation Decision 
• Using highly configurable Workflow platform developed by SOM IT 
• Most requirements can be done using configuration  
     (no programming will be involved) 
• Ability to support UVa Health Sciences Research Study Start-up 
 • SOM IT Resource secured to start the configuration in January 2016 
 • Required steps: 

• Finalize data points structure and flow  
• Finalize integration points with existing systems 
• Create security model 
• Estimate programming requirements 

 • Considerations – workgroup’s commitment to continue 
• Phased approach, pilot 
• Value stream ownership 
• Change management 

 



Study teams will initiate Health 
Science Research study start-up 
workflows 

• Login with Netbadge 
 
• Three steps process: 

1. Feasibility Assessment & Commitment 
2. Approvals 
3. Set-up 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.healthsystem.virginia.edu/internet/people/dop/dopDetail.cfm?drid=2156&ei=QT61VLXOOpC1sQTN04HYAg&bvm=bv.83339334,d.cWc&psig=AFQjCNGJP2kNMZ5wJFivCPWf4W_uHRKzlg&ust=1421250464487826
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&ved=0CAcQjRw&url=http://bme.virginia.edu/people/salerno.html&ei=XT61VL3QBJaLsQTIi4LQBA&bvm=bv.83339334,d.cWc&psig=AFQjCNG9ycxXDN4qno0L6kGg6t88IGl_IA&ust=1421250514964415
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.medicine.virginia.edu/research/research-centers/cancer-center/cancer-research/ocr/ocr-leadership.html&ei=Tl-1VJI-j_uwBIyagvAH&bvm=bv.83339334,d.cWc&psig=AFQjCNGj3iWY4PCK1Zwrx-tIBB6Cjsoqtg&ust=1421258957237206
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.medicine.virginia.edu/clinical/departments/surgery/research/stac/staff/stsgb-page&ei=xT-1VKfOEfC1sQTe8YD4Cw&bvm=bv.83339334,d.cWc&psig=AFQjCNEmRoO2saWC7uSpLMi70i_w4YlvRQ&ust=1421250873515618


 
 

Sponsor 
Information  

(if applicable) 

1. Feasibility Assessment & Commitment 

 
 

Budget 
Consideration 

and Cost 
Analysis 

 
 

Scientific 
Review 

 
 

Subject/Patient 
Needs and 
Availability 

 
 

Methodology/
Operational 

Considerations 

Features: 
• Data points (required,  optional)  
• Single data entry 
 
• Study Team:  
 
• Department Committee: 

 
• Electronic Signing: 

 

 
 

Study Common 
Information 

SUBMIT 

Approve Reject 

• Email notification 
• Reporting 

• Notes, Revisions 
• Managing documents 

 
Return 
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IRB 

2. Approvals: smart dependency & in parallel 

 
 

Budget/Cost 
Analysis and 
Grant Pricing 

 
 

Contract 

 
 

Ancillary 
Services 
(what’s 

applicable) 

 
 

Billing Coverage 
Analysis 

Features: 
• Data points & validations 
• Single data entry 
 
• Study Team:  
 
• Approvers: 

 
• Electronic Signing: 

 

 
 

Regulatory 
(what’s 

applicable) 
 

SUBMIT 

Approve Return 

• Email notification 
• Reporting 

• Notes, Revisions 
• Creating & Managing  documents 
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Epic Order Set 

3. Set-up: smart dependency & in parallel 

 
 

Billing set-up 

 
 

Negotiations 
& Signing 

Features: 
 
 
 

• Electronic Signing: 

 

 
 

PTAO set-up  

• Email notification 
• Reporting 

• Notes 
• Managing documents 

 

 
 

Ready to Enroll! 

• Finalizing checklists 
• Integrations 
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IRB 

Budget 

Contracts 
Billing EPIC 

PTAO 

Feasibility 
Assessment Documents 

and 
revisions 

Regulatory 

Ancillary 

Visibility at every step of the study 

Seeing the path and 
knowing where 
things are at any 
point in time 
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IRB 

Budget 

Contracts 
Billing EPIC 

PTAO 

Feasibility 
Assessment Documents 

and 
revisions 

Regulatory 

Ancillary 

Visibility on the portfolio of studies 
Business reporting 
and analytics 
Enhancing decision 
making 

http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.primr.org/about/awards/2014/&ei=rVu1VPLHOsWIsQSqnIGwDQ&bvm=bv.83339334,d.cWc&psig=AFQjCNGGf2BBF-ZX5795IWEohxbnkoH_1g&ust=1421257979467312
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.healthsystem.virginia.edu/internet/people/dop/dopDetail.cfm?drid=2156&ei=QT61VLXOOpC1sQTN04HYAg&bvm=bv.83339334,d.cWc&psig=AFQjCNGJP2kNMZ5wJFivCPWf4W_uHRKzlg&ust=1421250464487826
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&ved=0CAcQjRw&url=http://bme.virginia.edu/people/salerno.html&ei=XT61VL3QBJaLsQTIi4LQBA&bvm=bv.83339334,d.cWc&psig=AFQjCNG9ycxXDN4qno0L6kGg6t88IGl_IA&ust=1421250514964415
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.medicine.virginia.edu/research/research-centers/cancer-center/cancer-research/ocr/ocr-leadership.html&ei=Tl-1VJI-j_uwBIyagvAH&bvm=bv.83339334,d.cWc&psig=AFQjCNGj3iWY4PCK1Zwrx-tIBB6Cjsoqtg&ust=1421258957237206
http://www.google.com/url?sa=i&rct=j&q=&esrc=s&frm=1&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRw&url=http://www.medicine.virginia.edu/clinical/departments/surgery/research/stac/staff/stsgb-page&ei=xT-1VKfOEfC1sQTe8YD4Cw&bvm=bv.83339334,d.cWc&psig=AFQjCNEmRoO2saWC7uSpLMi70i_w4YlvRQ&ust=1421250873515618


Focusing on the foundation 

Support and Education 

Automation 

Process Improvement 

Elimination of Waste 

Increase customer satisfaction: Somewhat or very satisfied 

Increase process awareness 

Increase quality of submissions 

Meet target enrollment goals 

Reduce time to complete the start-up <= 100 days 

Establish UVA as a leader in clinical 
research management 

Co
nt
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t 
Developing People 



Discussion 
• What are you hearing? 
• What are you seeing? 
• What are you not saying? 
• If things were improving, what stories would people tell? 

 
• Your input: 

• Increasing awareness 
• Venue of communication 

 



Next steps, stay connected 
Next meeting: 

• An invitation will be sent for January 2016 

Stay connected: 
• Let us know if you want to be more involved 
• Check project website: http://cr.med.virginia.edu 
 

 

 

http://cr.med.virginia.edu/
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