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Agenda

• What is Epic Research Billing Review?
> Refresher on steps leading up to Research Billing Review

• Research Billing Compliance
• Understanding your budget
• Linking pts, encounters, and orders to studies in Epic
• Research Billing Review report
• Reminders & Best Practices

| 26/29/2022



Target audience

Interventional Studies (Drug/Device trials) 
Studies with Epic Orders (labs, imaging, pharmacy)
Studies with NCT #s (registered on clinicaltrials.gov)

These types of studies generate clinical charges 
that need to be paid for by the sponsor* or the participant/their insurance

*Sponsor = pharmaceutical company, grant, department funding

| 36/29/2022



What is Epic Billing Review?

| 46/29/2022



Epic Billing Review Workflow

| 56/29/2022

*



Research Billing Compliance

JF17.1 Research Billing Policy
• CMS Clinical Trial Policy
• Billing noncompliance

> Civil and criminal penalties
> Delays in clinical revenue/not being reimbursed for services provided
> Participants receiving bills
> All research shut down 

| 66/29/2022

http://intranet/fileview.cfm?guid=F5173C11-4CFA-4AE5-B5C5-584D09FFD8DA


Before you perform billing review, make sure you…

 Understand your budget
> What will be billed to Sponsor/Insurance?

• Study Memorandum (BRANY studies)
• Coverage Analysis (if applicable)
• Budget/Billing grid

 Know which systems will be used for study finances
• BRANY SMART or Velos Study Calendars

 Set up Velos correctly
> Epic billing section in Study Summary tab
> Ensure study activation in Velos is COMPLETE and ACCURATE

 Ensure ancillary collaborations are established prior to study initiation

| 76/29/2022



Epic Billing designation

| 86/29/2022



| 96/29/2022

Study Activation Checklist
located in Velos – Study Summary Tab



What do I bill to insurance?
What do I bill to study?

| 106/29/2022



Research Only – Bill to Sponsor Only

| 116/29/2022

Study teams are REQUIRED to link research visits/procedures to study 
at time of scheduling/placing order
Ensure participant status is current and accurate in Velos

Description Weekly Epic review required?

Procedures/services are being done 
for research purposes only and 
ALL will be paid for by research 
sponsor

No*, but all visits/procedures must be 
linked to study in Epic at time of 
scheduling/order.

*Requires Epic review for exemption 
from global billing hold



Research Only
BRANY Managed Studies

| 126/29/2022



BRANY SMART

CTA = Clinical Trial Agreement
SM = Study Memorandum
FE = Fully Executed 

| 136/29/2022

Velos



Research Only Budget

| 146/29/2022



Mix of Research and Standard of Care (SOC)

| 156/29/2022

Description Weekly Epic review required?
Procedures/services are being done for a mix of 
research and routine care purposes only

**YES!**

ALL charges for patients associated with study will be held 
in Epic.

Charges are either:
• Study related – bill to study
• Study related – bill to insurance

• Requires “Routine” or “Investigational/Device” modifier
• Not study related

Prior to performing billing review in Epic: Discuss with your PI and reach out to BRANY/OCT with 
questions 
Refer to coverage analysis/billing grid for breakdown of research/SOC charges
Update participant status in Velos when off study to trigger Epic to stop holding charges



Mix of Research and SOC
BRANY Managed studies

| 166/29/2022



Coverage Analysis

| 176/29/2022

Velos

BRANY SMART



Coverage Analysis

| 186/29/2022

Legend:
M= Billable to Medicare/Insurance/Patient
S = Paid for by Sponsor
MI =Billiable to Medicare/insurance but invoiceable if not 
considered routine care by the institution. 
SI = Paid for by sponsor but to be invoiced when it occurs
NB = Not billable to Medicare (to be applied to IP only)
N/R = Item not reviewable (ex. ICF, questionnaires, central lab 
items)
CL = Central Lab

This charge would be designated as “Research Related – Bill to Insurance” in Epic 
at time of billing review



Budget/Billing Grid

| 196/29/2022

This would be 
designated as  
“Research Related 
– Bill to Insurance” 
at time of billing 
review



Budget/Billing Grid

| 206/29/2022

NB = Non-billable
SOC = Standard of Care
R = Research
CRC = Clinical Research Center
EL = Einstein Lab

Prior to performing billing review in Epic: 
Discuss with your PI and reach out to 
BRANY/OCT with questions 



SOC Only

| 216/29/2022

Description Weekly Epic review required?
All procedures/services are routine care 
and would be done whether or not the 
participant was in the trial

YES.

ALL charges for participants associated 
with study will be held in Epic.

Charges are either:
• Study related – bill to insurance
• Not study related

Update participant status in Velos when off study to trigger Epic to stop 
holding charges



| 226/29/2022

All procedures would be designated as “Research related – Bill to Insurance” at time of billing review



Nothing to bill

| 236/29/2022

Description Weekly Epic review required?
Study team effort. 

NON-BILLABLE 
PROCEDURES/SERVICES ONLY.

Study does NOT involve ANY EPIC 
ORDERS (labs, imaging, drug/device)

*These studies are not typically sent 
to Epic.

No.



| 246/29/2022

Epic Research Workflow

Interventional Studies (Drug/Device trials) 
Studies with NCT #s (registered on clinicaltrials.gov)
Studies with Epic Orders (labs, imaging, pharmacy)

JF17.1 Research Billing Policy 

*

http://intranet/fileview.cfm?guid=F5173C11-4CFA-4AE5-B5C5-584D09FFD8DA


Epic Research Workflow

| 256/29/2022

Interventional Studies (Drug/Device trials) 
Studies with NCT #s (registered on clinicaltrials.gov)
Studies with Epic Orders (labs, imaging, pharmacy)

*



Associate Participants with the study

| 266/29/2022



| 276/29/2022

Change Patient Study ID
SHOULD NOT BE MRN



Epic Research Workflow

| 286/29/2022

Interventional Studies (Drug/Device trials) 
Studies with NCT #s (registered on clinicaltrials.gov)
Studies with Epic Orders (labs, imaging, pharmacy)

*



Epic Research Dashboard
Clinical Research Tip sheets

| 296/29/2022



Associate ENCOUNTER with the study

• If scheduling at Einstein/Moses CRC, follow instructions included in “CRC 
Epic User Guide” tip sheet

| 306/29/2022

Consider workflows
Can’t link encounter until participant signs consent and is associated with the 

study in Velos



• If scheduling at an outpatient clinic, follow instructions included in 
“Scheduling Research Appointments at Outpatient Clinics” tip sheet

| 316/29/2022

Associate ENCOUNTER with the study



| 326/29/2022

Associate ENCOUNTER with the study



| 336/29/2022

Associate ENCOUNTER with the study



| 346/29/2022

Successful encounter association



Associate ORDERS with the study

Per Research Billing Policy (page 9, section F)

• Research procedures/services that will be paid for by the sponsor
> Link to research at time of order

• Research procedures/services that will be billed to insurance
> Link at the time of billing review

• Study Coordinator Pend Orders Tip Sheet
> Clarify with PI who will be placing orders

| 356/29/2022

http://intranet/fileview.cfm?guid=F5173C11-4CFA-4AE5-B5C5-584D09FFD8DA


Associate ORDERS with the study
Study Coordinator

| 366/29/2022

Search for participant

Search for provider & department



Associate ORDERS with the study
Study Coordinator

| 376/29/2022



Associate ORDERS with the study
Study Coordinator

| 386/29/2022



| 396/29/2022

Associate ORDERS with the study
Study Coordinator



| 406/29/2022

Associate ORDERS with the study
Study Coordinator



Epic Research Workflow

| 416/29/2022

Interventional Studies (Drug/Device trials) 
Studies with NCT #s (registered on clinicaltrials.gov)
Studies with Epic Orders (labs, imaging, pharmacy)



| 426/29/2022

Research Billing Review
Running the report

Required for studies that are “Mix of Research and SOC” or “SOC Only”



Research Billing Review

|  436/29/2022

Step 1: Enter Velos Study ID here

Step 2: “Save As” –
Name report to your liking

Step 3: Run report



Velos Study ID found in Velos next to study name

| 446/29/2022



| 456/29/2022

Research Billing Review

Doe, Jane 01234567 01/01/1965

AVILA, KARINA

AVILA, KARINA

AVILA, KARINA

AVILA, KARINA

AVILA, KARINA

Doe, John 03456789 02/01/1965

04/01/1965

03/01/196505678912

07891234Doe, Jessica

Doe, Jimmy

Title of Research Billing Report

Select participant you want to review and double-click or click “Billing Review”



Types of charges

• Hospital Billing (HB)
> AKA Technical charges
> Includes:

• Labs
• Procedures
• Hospital rooms

• Professional Billing (PB)
> Office visits
> Radiologist review of x-rays
> Pathologist review of biopsy

| 466/29/2022



Research Billing Review

| 476/29/2022

“Initial Consent Signed” date entered in Velos
“Screen Failure” or “Off Study” date entered in Velos

Make sure to cross reference service date with study visit dates
Make sure labels match 

Make sure these match!



Research Billing Review

| 486/29/2022

If charges are correct, select “Mark Account as Reviewed” for Hospital Billing Charges
“Mark Service Date as Reviewed” for Professional Billing Charges



Research Billing Review

| 496/29/2022



| 506/29/2022

Research Billing Review



Research Billing  Review
Charge Correction

| 516/29/2022

If study related to be paid for by sponsor and need to be corrected

Step 1. Select “Yes”

Step 2. Confirm study association

Step 3. Select “Study”

Step 4. Click “Accept”



| 526/29/2022

Research Billing  Review
Charge Correction



Research Billing  Review
Charge Correction

| 536/29/2022

If study related to be paid for by insurance and need to be corrected

Step 4. Select correct modifier

Step 1. Select “Yes”

Step 2. Confirm study association

Step 3. Select “Patient/Insurance”

Step 5. Click “Accept”



| 546/29/2022

Research Billing  Review
Charge Correction



Epic Documentation Requirements

| 556/29/2022

• Investigators who are scheduling research study visits in Epic must select 
an E&M code (Evaluation & Management code) based on total time 
spent performing research related activity within the visit.
> Providers should NOT enter an E&M code of 99999 for a clinical research 

visit.
> The research visit should be documented in a Research Note.

• For mixed research and SOC studies, a clinical note should include 
research-related activities/services 



REVIEW CHARGES ON A WEEKLY BASIS
Mix of Research and SOC

SOC Only

• Clarify with PI who will be responsible
• Outstanding charges = Delays in clinical revenue

> ALL charges held
• Room for error if you need to review multiple charges
• Charges cycle back for review when an edit has been made to the patient 

account by Hospital/Professional Billing - please re-review
> Updated provider name
> Updated clinical diagnosis

• E-mails from Health Services Receivables team and Clinical Research 
Manager if outstanding charges not reviewed

| 566/29/2022



Reminders

• “Research Only” studies require Epic review for exemption from global 
billing hold AND require encounters/procedures to be linked at the time of 
scheduling/order

• Enter study visits into BRANY SMART/Velos Study Calendars 

| 576/29/2022



Best Practice Tips

• Understand your budget – talk to your PI
• Set up Velos “Epic billing” section correctly
• Link study visits and/or orders to research in Epic
• Update your patient status in velos accordingly

> “Initial Consent Signed” = start date, charges will be held from this date
> Screen failure / off study = end date, no more charges held

• Ensure tests/services from ancillary departments are arranged prior to 
study initiation

| 586/29/2022



Resources

• JF17.1 Research Billing Policy 
• Human Subject Research Project Navigation Tool

> Education and Training
• Comprehensive Velos-Epic Research Training

> Project Setup or Initiation
• Coverage Analysis
• Budget Development and Approval

> Project Management
• Participant Registration and Tracking
• Epic Study Association
• Epic Billing Review

| 596/29/2022

http://intranet/fileview.cfm?guid=F5173C11-4CFA-4AE5-B5C5-584D09FFD8DA
https://einsteinmed.edu/administration/human-subject-research/


Resources

• Epic Tip Sheets
> CRC Epic User Guide
> Scheduling Research Appointments at Clinics
> Study Coordinator Pend Orders
> Writing a Research Note in Epic

• Ancillary Department Forms & Contacts
> Radiology – Dr. Tim Duong, Vice Chair for Research
> Pathology – Jack Joyce, Program Manager – Clinical Research
> Pharmacy (Investigational Drug Services) – MMCIDS@montefiore.org

| 606/29/2022

https://einsteinmed.edu/docs/departments/medicine/research/radiology-research-study-form-updated-5-28-2021.pdf
mailto:tim.duong@einsteinmed.edu
https://www.einsteinmed.edu/docs/administration/human-subject-research/project-setup/pathology-research-oversight-form.pdf
mailto:jojoyce@montefiore.org
https://einsteinmed.edu/docs/departments/medicine/research/study-administrative-info-form-2021.pdf
mailto:MMCIDS@montefiore.org


DOM Coordinator Webinars
(image is linked)

| 616/29/2022

https://einsteinmed.edu/departments/medicine/research/study-teams-resources/


Helpful Contacts

• veloshelp@montefiore.org
• Karina Avila karina.avila@einsteinmed.edu

> 718-430-2003
• When reaching out, include:

> Protocol #
> PI 
> Pt MRN
> Type of issue (pt association, encounter, order, billing review)
> Description of issue, including screenshots if applicable

| 626/29/2022

mailto:veloshelp@montefiore.org
mailto:karina.avila@einsteinmed.edu


Thank You!

| 636/29/2022

Karina Avila, MPH
Clinical Research Manager
Department of Medicine

karina.avila@einsteinmed.edu
718-430-2003

https://einsteinmed.edu/departments/medicine

K. Zoe Tsagaris, MS, OTR/L
Clinical Trials Network Manager

Institute for Clinical & Translational Research

zoe.tsagaris@einsteinmed.edu
718-430-8804

https://einsteinmed.edu/centers/ictr/

Suggestions for webinar topics?
Let Karina know!

mailto:karina.avila@einsteinmed.edu
https://einsteinmed.edu/departments/medicine
mailto:zoe.tsagaris@einsteinmed.edu
https://einsteinmed.edu/centers/ictr/
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