
The Real Impact of 
Coverage Analysis Choices

Improving Research Billing Outcomes: 



1
We will be recording 
today’s webinar. 24-hours 
following the event, you 
will receive an email with a 
link to the recording, as 
well as a Certificate of 
Attendance.

2
If at any time during 
today’s broadcast you 
would like to submit 
questions to our speakers, 
please ask them in the 
Q&A section on your 
screen.

3
We’ll answer audience 
questions at the end of 
the presentation. Please 
submit your questions 
as you have them. 

Before We Kick-Off Today’s Event…



Today’s Speakers

Derek Johnson
Quality Manager,

WCG – Study Start-up & 

Administration
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Jenny Campbell
Senior Associate Director, Business Operations,

Jefferson Clinical Research Institute -

Thomas Jefferson University



Polling Question #1



The Jefferson Enterprise

Key Facts

5

Institutional Data

18

Hospitals Licensed 
Beds

Physicians and 
Licensed 

Practitioners

Philadelphia’s second 
largest employer

NCI-Designated Cancer   
Center

10 Colleges

4 Schools

3,876 3,500

42,700
+

Employees Outpatient 
Visits

Sponsored 
Research Awards

6.2 
Million

$172
Million
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The Jefferson Enterprise
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Jefferson Clinical 

Research Institute (JCRI)

A centralized research 

administrative office providing 

business operations support 

and clinical operation support 

to clinical research studies 

across the enterprise. 

Business Operations Primary Functions

Contract Negotiations

Coverage Analysis

• Outsourced to WCG

Budget Negotiation

Post-Award Account    

Management

• Accounts Payable

• Accounts Receivable

Clinical Research 

Billing Review

1

2

3

4

5
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The Jefferson Enterprise

Started in 2015
• No Electronic Health Record

• No Clinical Trial Management System (CTMS)

7

Clinical Research Study  
Financial Accounts

2 300 $8.2
Million

Hospitals Clinical Research 
Study Financial 

Accounts

Annual 
Accounts 

Receivable

Current State
• Epic serves as Electronic Health Record

• Oncore for CTMS

Hospitals

Annual Accounts 
Receivable

# Clinical Research Studies 
Requiring Research Review

18 779

847 $18.2 
Million

© WCG 2023 



Jefferson Clinical Research Billing Process
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Polling Question #2



Overview of Topic: 
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The Practical Impact 
of Coverage Analysis



Objectives

11

Discuss challenging research 

billing scenarios

Provide possible front-end solutions   

to avoid these scenarios

1

2

Demonstrate the considerations that   

need to be taken into account3
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Scenarios

Challenges in Implementing 
a Coverage Analysis
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Scenario 1

13

A coverage analysis and budget are 
finalized for a new study. The screening visit 
contains several items that are paid for by 
the sponsor but also several items that are 
billed to insurance including radiological 
imaging and lab work.

Challenges

• Increased complexity for research billing review

• Differentiate between regular clinical care 

and the research study visit

• Window issues for imaging/biopsies

• Standard of care(SOC)/Invoice(INV)

© WCG 2023 



Avoiding a “Screen Failure”

There are several ways that Screening 
assessments may be approached in the CA:

14

The Standard
Analyze Screening items and add SOC 
windows/split designations

The Window Shatterer
Anything that may have an SOC window is to be 
paid for by the Sponsor

The All or Nothing
Everything that is performed at Screening is to 
be paid for by the sponsor

The Not Included in the Above List
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Polling Question #3



Scenario 2

16

A newly negotiated budget and coverage analysis for a 
new study requires outpatient chemotherapy intravenous 
(iv) infusion.  There is an investigational agent and a 
standard of care (SOC) chemotherapy being administered 
during the same outpatient visit.  The sponsor is providing 
the investigational drug at no cost and paying for its 
administration. The SOC chemotherapy and its 
administration are deemed billable to insurance.

Challenges
• Research Billing complexities

• Which IV admin charges are with which 
chemotherapy agent?

• Who pays for the ancillary costs? 
(saline, pre-medications)

• If charges are split incorrectly, it could lead to denied 
claims

• May be possible but challenging and additional 
work on revenue cycle teams
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SOC IV: A (Hopefully Not) New Hope

There are several ways that Screening 
assessments may be approached in the CA:
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Analyze each infusion on its own

• May result in both SOC and research infusions 
at the same visit

• If there are multiple infusion billing designations, 
this should be discussed with study team/billers

Make all infusions SOC

• This may cause billing issues if the drug is not 
considered SOC

• Some sites apply NCD 310.1 infusion coverage 
across all drugs in a trial

Make them pay!

If one infusion is research-related and/or sponsor 
paid, they all should be

Don’t forget about pre-medications!
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Scenario 4

18

A new study is designed so that part of 

the eligibility criteria requires a patient be 

scheduled to undergo a procedure that requires 

an inpatient admission. The inpatient admission 

is therefore deemed billable to insurance in the 

CA and budget.  The sponsor has offered to pay 

for a procedure occurring later in the admission 

and the subsequent 2 night stay after the 

procedure.

Challenges

• Under inpatient billing, there are rules and 
regulations that require charges to be on claims

• System limitations-may or may not have the 
ability to create a workaround for split billing 

• Workarounds can cause confusion or 
downstream implications for registration, 
clinicians, coding and billing staff

• Don’t want to accept money from sponsor for 
items we can’t separate from a claim

© WCG 2023 



To SOC or not to SOC

19

The Flip Side

• What if the sponsor is offering payment for the 
procedure during an SOC hospitalization?

• The initial CA will typically include the sponsor 
payment

• Billing implications should be reviewed

• Consider declining sponsor payment or 
requesting the sponsor pay for the entire 
hospitalization

• All or nothing is the ideal scenario, but may not 
always be possible

Sponsor Paid Hospitalization

• There is one all-encompassing approach to a 
research-related hospitalization. Everything is 
research

• Potential billing implications

• Workarounds exist. They aren’t 
recommended, but they do exist

• The one time where extra negotiation time 
is actually worth it
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Polling Question #4



Scenario 5

21

A new study has been negotiated where some of 
the lab work is being billed to the sponsor and 
some are being billed to insurance. This is 
allowable from a billing perspective and relatively 
simple to review…..so what’s the problem?

Logistics
• Capitation issues
• Depending on patient population and payor makeup, 

patients may be REQUIRED to go to an outside lab for 
lab work to be completed

• Possible additional visits for patients
• Challenges with fitting within protocol timelines
• Increased administrative burden working with 

outside organizations
• Increased costs
• 3rd party billing

• Importing results back to EHR?

© WCG 2023 



Lab-gistics

22

If these situations are frequent, make a 

policy around these tests. 

• Put this policy on signed letterhead

It’s your site’s responsibility to share your coverage  

determinations with the outside facility.

• Important to keep CA designations as simple as 

possible

• If one of the protocol required labs cannot be billed at 

your site, consider making all labs research

This is a very common problem across sites. 

Many sites struggle with this and develop 

policies around lab billing.

If an outside facility is used for any research 

designation protocol test, make sure you are 

getting (and actually using) pricing from the 

outside facility.

1 3

2 4
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Site Considerations 

Risk Tolerance

• How far are you and your 
institution willing to go?

• Trust in staff

Ability to Negotiate
• Sponsors push to bill

• Knowledge in billing 
conditions

• Documentation

• Risk Tolerance 
(Full-circle)

Logistical Concerns
• Staffing resources

• Patient pay or makeup 
(capitation)

• Patients’ geographical 
locations

• Physical locations

• Study timelines/
requirements

.
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Audience Questions



WCG
info@wcgclinical.com
609.945.0101

www.wcgclinical.com

Thank you for attending!
/sites
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