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UVAHS Clinical Research 
Clinical Trials Study Set Up
Value Stream Current State 

SPONSOR

Signed CDA/
Questionaire; 
ARP Packet

Protocol; Site 
Selection; CTA: 
Initial Budget:  
ICF;  

Input OutputPI

Protocol; ICF; 
Initial Budget; 
CTA

Protocol; 
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Input Output
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Input Output
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Application
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Input Output

SUBJECT

  

COMPLIANCE
Protocol 

IRB 
Application

Draft ICF

Approvals (PRC; 
IDC, Clin Eng; IND/ 
IDE; Multi Site; 
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ISPRO); CITI 
Training; Sponsor 
Approved ICF; 
Conflict of Interest

IRB Approved 
Protocol; 
IRB Approved ICF
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BUDGET & BILLING
Protocol; 
Initial 
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CTA;
ICF

Research 
Rates;
Grant Pricing 
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Approved 
ICF; Award 
Set-up Sheet 
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Signed
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Billing Coverage Analysis;  
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Request; Locked MC 
Research Rates & A2K3 
Registration Capability; 
Patient – Trial Regulatory 
in Epic; Medicare Local 
Intermediary Approval

Input Output

CONTRACT NEGOTIATION

Protocol; CTA

Goldenrod Signed;   
Export Control; Risk 
Management

IRB Approved Protocol; 
IRB Approved ICF; 
Negotiated Budget; 
Billing Coverage 
Analysis
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INTERVENTION SVCS.
Protocol

Request for 
Service

BTRF;
IDS;
Radiology; 
SCOPE

Set Up

BTRF;
IDS;
Radiology;
SCOPE

Epic Order 
Request

Services 
Related 
Budget;  Epic 
Order Set; 
Technical 
Instructions 
& Exceptions

Input Output

SVC PROVIDER

Request 
for 
Service

Budget; EPIC 
Order; 
Technical 
Instructions & 
Exceptions

Input Output

25 Hours

? Days

30 Hours

? Days

39 Hours

? Days

147 Hours

? ? ? ?

PRC; IBC; Clin Eng; 
CITI; IND; IDE; CTO; 
HIRE; RDRC; ISPRO

Approved Research Protocol Ready to 
Enroll (ARP) includes:

- IRB Approved Protocol
- IRB Approved ICF
- Technical Instructions & Exceptions
- Negotiated Budget
- Executed CTA
- Epic Order Set Up (if applicable)
- PTAOs Set Up

? Days

? FTE’s Involved ? FTE’s Involved
4.25 FTE’s Involved

? FTE’s Involved (countable?)
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CREATE (OSP)

Award Set-up 
Sheet; 
Signed 
Goldenrod

PTAO’s 
Set-up

Input Output

WIP

Delivery 
Time

Enrollment Protocol within the Value Stream 
means: Sponsor’s Protocol or PI’s 
Protocol (or Protocol Concept)

Start: Have the Protocol
End: ARP(Approved Research Protocol Ready to Enroll Patients)
Out of scope: Science, Statistical aspect of the protocol

BTRF, IDS, Radiology, 
SCOPE


