
Prepare
Internal Budget

As required, Study Team provides feedback

CT RPM available for assistance    

KEY STEP: Review  billing for each clinical service
• Within BG, confirm Billing Designation– bill to 

insurance or to research account?
• Confirm Billing Codes and # of Occurrences

CT RPM available for assistance                                                                                              

If needed, request changes within Billing 
Grid and send workbook by email to 

Ankura /Cc: CT RPM

Prepare for CA Review  
and KO Meeting

Submit CT PDRF 
in SeRA CT RMG Review

• Finalize Internal Budget 
• External Budget Prepared
• Submit budget to sponsor 

AAN
PTA
NOA

Email FINAL Approved**
“Harmonized”  CA

Cc: CT RPM

Any changes are noted 
and workbook 
uploaded to SeRA
Record

Post KOM Processing

• Review  submission 
for completeness

• Confirm study type

INDUSTRY SPONSORED CT BUDGET PROCESS WORKFLOW

• Enter study details in SeRA
• Upload required study documents:

- Protocol, Contract*, Payment Schedule*, 
Draft ICF, CTRU budget (if applicable )
- Workbooks required for Non-CA studies2 

• Route for PI/Dept approval in SeRA

CTA Signed by PI

Submit  by email Final Workbook to PFS for 
Hospital Study Account ( 98/Mnemonic Account)

SHC: DL-StudyWorkbook@stanfordhealthcare.org
** Final Approved CA Workbook from Ankura

LPCH/SCH: Sydney Piaia
spiaia@stanfordchildrens.org

2 Coverage Analysis (CA) completed by Ankura is 
required for all studies with SHC services; CA 
designates services as either 1) billable to Medicare 
/insurance or  2) billable to sponsor/research 
account.

PI Approves CA by email
Cc: CT RPM

Complete Negotiation
Approve CT PDRF

CTA Signed by
CT CO  & Sponsor

SeRA Notification

Email Initial Approved CA
Cc: Study Team 

Kickoff Meeting
• Address any Billing Grid questions related to budget
• Review & Confirm Effort Estimates
• Review Startup & Invoiceable Fees
• Negotiation Strategy
• Contract Issues
• Outstanding Compliance Issues
• Confirm: Target Open to Enrollment

• Review in detail Protocol’s Schedule of 
Events/Procedures and consider cost for each 
item (effort based or clinical service required?)

• Consider study logistics and all Stanford Costs 
to conduct study 

8/6/2021

Study Team (PI/SC/Dept) CT RPM Ankura/PFS (Coverage Analysis 2 )

Review all study documents and 
apply Clinical Trial Policy to 

determine billing designations1

for all clinical services. 
Submit request 
for CA  in SeRA

Confirm if SHC 
services required 
per protocol? 

Non-CA Study3

YES

PI/Study Team Approves Budget

As required, Study Team provides feedback

READY TO START ENROLLMENT

Protocol 
IRB 

Approved

3Non-CA Study:  Does not require Coverage Analysis  
(i.e. protocol does not require clinical services at SHC  
or if study only conducted at LPCH/SCH). 

Email revised Draft CA with changes 
requested or feedback  Cc: CT RPM  

Key step to start 
internal budget

Patient Financial Services (PFS)
-Hospital billing department
Award Acceptance Notification (AAN)
- SeAR Notification that Clinical Trial Agreement 
(CTA) has been fully executed
Project-Task-Award (PTA) 
-Office of Sponsored Research(OSR) issues PTA 
(i.e. study account)
Notice of Award (NOA)
-SeRA system notification that PTA is set up

Non-CA Study3 CA Study2
Downloaded Final Workbook from 

SeRA record

Submit Protocol to IRB

Prepare for KO 
Meeting

Non-CA Study3

• Consider study logistics 
and  all Stanford costs 
to conduct study

Email Draft Coverage Analysis
(CA) within 10 business days

Cc: CT RPM  Review CA Billing Grid 
(BG) in Study Workbook

Confirm study 

meets 4 CT criteria 1 

1 For guidance reach out to your CT RPM or visit CT 
RMG website: https://med.stanford.edu/rmg/clinical-
trials.html

See Additional Resources: https://med.stanford.edu/rmg/clinical-trials/study-set-up.html

mailto:DL-StudyWorkbook@stanfordhealthcare.org

