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CME Disclosure Statement 

• The North Shore LIJ Health System adheres to the ACCME’s new Standards 
for Commercial Support. Any individuals in a position to control the 
content of a CME activity, including faculty, planners, and managers, are 
required to disclose all financial relationships with commercial interests. 
All identified potential conflicts of interest are thoroughly vetted by the 
North Shore-LIJ for fair balance and scientific objectivity and to ensure 
appropriateness of patient care recommendations.  

• Course Director, Kevin Tracey , has disclosed a commercial interest in 
Setpoint, Inc. as the cofounder, for stock and consulting support. He has 
resolved his conflicts by identifying a faculty member to conduct content 
review of this program who has no conflicts. 

• Emmelyn and Danny have nothing to disclose. 
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Today’s Objective 

• Describe the process for performing a 
Medicare Coverage Analysis (MCA) 
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We Will Discuss the Following 
• Federal and local requirements related to 

coverage analysis as it relates to 
research billing 

• Benefits of performing a coverage 
analysis and how it can be used during 
sponsor negotiations 

• Coverage analysis process 
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What Steps are Involved in a  
Coverage Analysis? 

1) Determining if the trial is qualifying 
2) Analyzing cost uniformity among study 

documents 
3) Developing a billing grid 
4) Determining whether Medicare can be 

billed for the items and services provided 
to research subjects 
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What are Benefits of Performing a 
Coverage Analysis? 

• Provides research subjects with accurate 
information related to costs of the CT 

• Determine true costs of the the CT, which 
you can use to negotiate with sponsors 

• Provides protection from violation of  false 
claims act and other regulations 

• Allows for appropriate billing  
• Provides documentation of determinations 
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What Does It Mean to be a 
Qualifying Trial? 

•It means items and services may 
potentially be billable to Medicare 
 
 Remember that Medicare will pay for 
certain routine costs 
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Clinical Trials Coverage 
Medicare National Coverage Decision (NCD) 
for Clinical Trials (CTs) covers: 
 

• Routine costs of qualifying clinical trials 
 

• Reasonable & necessary items and 
services used to diagnose and treat 
complications from participating in CTs 

 
CMS=Center for Medicare & Medicaid Services 
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Federal Requirements 
CMS Documents: 
• National Coverage Determinations 

(NCDs) 
• Clinical Trials Policy 

• Devices: Medicare Benefit Policy 
• Manuals 
• Transmittals – use of billing modifiers 

(Q1, Q0 for clinical research) 
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Step 1a: Determining Whether 
Your Trial is Qualifying 

As outlined by the Clinical Trials Policy, the 
trial must meet the following: 
1. Evaluates an item or service that falls 

within the Medicare benefit category 
2. Have therapeutic intent 
3. Enroll patients with diagnosed disease 

 
AND 
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Step 1b: Qualifying Trial (Cont’d) 

Be one of following types of trials deemed 
to meet the 7 desirable characteristics: 
1. Funded by NIH, CMS, AHRQ, DOD, VA or 

CDC 
2. Supported by centers or cooperative groups 

funded by NIH (e.g. GOG, CALGB, COG, 
SWOG, etc.) 

3. Conducted under an investigational new 
drug application (IND) reviewed by the FDA 

4. IND exempt with exemption letter from FDA 
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Exercise: Use the MCA Checklist 

Questions: 
 
1. Is this a qualifying trial? 
 
2.   Provide your reasoning for your answer 
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Step 2: Analyzing Cost Uniformity 

• Analyze cost uniformity among study 
documents: 
• Consent form (procedures & cost language) 
• Protocol (Schedule of Events) 
• Funding document (contract) 

• Determine what’s covered by the 
sponsor 

• Clarify any discrepancies with sponsor 
• Ensure final documents are updated 
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Exercise: Analyzing Cost Uniformity 

Questions: 
1. Is there harmonization among all study 

documents? 
2. Provide your reasoning for your answer 
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Step 3: Developing a Billing Grid 
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Why Develop a Billing Grid? 

• Allows one to indicate clear charge direction 
for each procedure during each visit 
• E.g. research vs. routine 

• Creates transparency 
• Use as a universal document for 

research billing 
• Allows for ease of third party review 
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Research Costs 
• Are items or services covered by the research 

sponsor as per the contract and consent form 
 

Note the following: 
• Sponsors may even cover routine costs and 

may pay for costs the subject’s insurance 
won’t cover 

• If the consent form the subject signs 
erroneously says that procedures will be 
covered by the research study, you will have 
to eat the cost! 
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Routine Costs 
Items or services: 
• Typically provided during conventional care 
• Required solely for the provision of the 

investigational item or service, the clinically 
appropriate monitoring of the effects of the 
item/service or prevention of complications 

• Needed for reasonable and necessary care 
arising from provision of an investigational 
item or service or treatment of complications 
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Routine Costs Are Not… 
Items or services: 
• That are statutorily excluded or where there 

is a non-coverage decision 
• Which are investigational 
• Provided solely for data collection & 

analysis 
• Provided by research sponsors at no cost to 

the subjects 
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Exercise: Completing Billing Grid 
Charge Direction 

1. Enter “R” for any item or service that is 
covered by research 

 
2.  Enter “S” for any item or service that not 

covered by research and appears to be 
standard of care 
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Step 3: Determining What is Covered by 
Medicare for Items Marked as “S” 
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 Start with National Coverage Decisions 



Local Coverage Decisions (LCDs)  

Local Medicare Contractor : 
• NY - NGS National Government Services 

www.ngsmedicare.com  
• Includes determinations by Medical 

Director 
• Find LCDs on www.cms.gov 
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http://www.ngsmedicare.com
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Finding LCDs on www.cms.gov  
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http://www.cms.gov/


About Devices 
Category A: Experimental/Investigational 
Category B: Non-experimental/ 
Investigational 
 

Coverage of investigational devices if: 
• On master list of IDE devices 
• Reasonable & necessary – Cat B 
• Dates of service within dates on master 

list 
• No other policy that prohibits coverage 
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Device Coverage Determinations 

 

Devices: require pre-authorization from the 
local Medicare contractor 
National Government Services 
IDE PMA Request Form from 
www.ngsmedicare.com 
Send email to:  
 NGS‐IDE-Request@wellpoint.com 

Need to renew approval periodically 
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More About Coverage Determinations 

Private Insurance: May need to obtain pre-
authorization prior to provision of services 
to ensure coverage  
 
Although many generally follow Medicare 
coverage decisions 
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Exercise: Determining Medicare 
Coverage 

28 

 Review billing grid answers 
 
Where no coverage decision exists: 
•Create supporting documentation of routine care 
determinations 
 
If item or service is not covered by Medicare/insurance: 
 Change any “S” to “N” which stands for “no funding” 
because it is not billable to subject’s insurance 



Completed Billing Grid 
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Translating the Billing Grid to  
an Internal Budget 
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Health System Policy 
GR023: Research Billing Procedure for 
Outpatient Services, Inpatient Services and 
Ancillary Testing 
 

Forms: 
•Outpatient & Inpatient Research Subject 
Registration Form 
•Core Lab – Special Purpose Fund Account Set up 
Form 
 Contact Shruti Kadakia for more information 
(678) 682-3409 
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Health System Policy 
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Online Resources 
Federal: www.cms.gov 
•Clinical Trial Policy (CTP)  
•Medicare Benefit Policy 
NY State: www.ngsmedicare.com 
Coverage Decisions: www.codemap.com 
 
Medical Information: 
National Guidelines: www.guidelines.gov  
Epocrates: www.epocrates.com 
Medline: www.nlm.nih.gov 
 
FDA Drugs: 
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Questions? 
Danny Halfant, Manager, Financial Operations 
Clinical Research Service 
 Development of Internal Budgets 
 Coverage Analysis 
(516) 562-1253, dhalfant@nshs.edu 
CRS General: crs@nshs.edu  
 

Emmelyn Kim, Director 
Office of Research Compliance 
 Research Billing Reviews 
(516) 562-0339, ekim@nshs.edu 
ORC General: orc@nshs.edu  
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