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SUMMARY & PURPOSE:
The purpose of this policy is to establish standards and a process for conducting a Medicare Coverage Analysis
(“MCA”) to determine which items and services provided by Baptist Health South Florida (BHSF) in the course of a

clinical trial can be appropriately billed to Medicare.
POLICY:
BHSF requires that an MCA be performed prior to the commencement of all clinical research studies anticipating

third-party health insurance payments for items and services.

The MCA will serve as a general guideline to determine which items and services BHSF can bill to Medicare based
upon current and applicable Medicare benefit policies, coverage determinations, coverage decisions, and federal
guidelines.

All references to Policies must go to the BHSF Master Copy on the BHSF Intranet; do not rely on other versions / copies of the Policy.
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MCAs will be completed prospectively, before clinical trial budgets and contracts are finalized.
o The MCA addresses the two conditions identified in Medicare’s Clinical Trial Policy (CTP)
e Determining if the trial qualifies for coverage by the Centers for Medicare and Medicaid Services (CMS),
and if so,
e Which items and services are considered routine care, and therefore billable to Medicare.

SCOPE/APPLICABILITY:
This policy applies to all clinical research studies anticipating third-party health insurance payments performed at

BHSF.

PROCEDURES TO ENSURE COMPLIANCE:
e See Attachment A for acronyms and definitions.
e  See Attachment D for process maps.
e The following steps are to be taken to complete the MCA:

i Step 1: MCA Pre-Review (See Process Map)

i The Principal Investigator (Pl) or a designee is responsible for gathering all documentation required to
complete the MCA. The most recent version of the following study documents should be used:

e Protocol

e Informed Consent Form (in draft form unless conducting a retrospective MCA or if the form has
been approved by the IRB)

e  BHSF Institutional Review Board (IRB) Approval Letter (if the trial has been approved by the IRB)

e Draft Clinical Trial Agreement (CTA) or Notice of Grant Award (NOGA)

e Service Agreement between BHSF and the Pi, if and when applicable

e Draft Budget

e  Food and Drug Administration (FDA} Approval Letter or Investigational New Drug /
Investigational Device Exemption (IND / IDE) Number Source Documentation.

ii. Once the documents are collected, the Pl or designee (Reviewer) can begin the MCA Analysis.

iii. The Reviewer will review the packet of documents for completeness and version consistency. If the
documents are incomplete or expired or otherwise invalid, the Reviewer will need to obtain the
required documents.

e At this time, the Reviewer will complete the first two tabs of the CTP MCA Workbook or the IDE
Device Trial MCA Workbook: the Cover Page and the Study Info and Docs Received tabs. (See
Attachment E1, CTP MCA Template Workbook and Attachment E2, IDE Device Trial MCA
Template Workbook)

e The Reviewer will note any inconsistencies between document versions in the Incidental Findings
tab of the MCA Workbook.

ii. Step 2-1: Qualifying Clinical Trial Analysis & Coverage Support Documentation (See Attachment D, Process
Map)
i The Reviewer completes the Investigational Item or Service Analysis in the QCT & Coverage Support tab
of the MCA Workbook. Note: QCT means Qualifying Clinical Trial. (See Attachment E1, CTP MCA
Template)

e In this section, the Reviewer will answer the following four questions:
- Whatis the Investigational Item or Service?
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~  What is the FDA Status of the Investigational [tem or Service?

- Does a CMS Benefit Policy, National Coverage Decision (NCD), or Local Coverage
Determination (LCD) allow coverage of the investigational item or service?

- If FDA approved, is the investigational item or service being used off-label?

The Reviewer determines if the Study is a Coverage with Evidence Determination (CED) Trial by going to
http://www.cms.hhs.gov/CoverageGenlinfo/03 CED.asp. If the trial is a CED Trial, the Reviewer will
enter “yes” in Question #1 in the Qualifying Clinical Trial Analysis subsection and continue to complete
the Sponsor Paid Items subsection of the QCT & Coverage Support tab. (See Attachment E1, CTP MICA
Template)

If the Study is not a CED trial, the Reviewer will complete Questions number 2 through 5 in the QCT
Analysis subsection of the QCT & Coverage Support tab (See Attachment E1, CTP MCA Template). A
clinical trial must meet the following four requirements to qualify for Medicare reimbursement:

e The investigational item or service must fall within a Medicare Benefit Category and it must not
be statutorily excluded from coverage.

e The trial must not be designed exclusively to test toxicity or disease pathophysiology. It must
have therapeutic intent.

e Trials of therapeutic interventions must enroll patients with diagnosed disease rather than
healthy volunteers, Trials of diagnostic interventions may enrolf healthy patients in order to
have a proper control group.

e The clinical trial must be “deemed” to meet seven desirable characteristics. (See Attachment E1,
CTP MCA Template).

The Reviewer will write “yes” or “no” in Question #6 in the QCT & Coverage Support tab, denoting
whether the study qualifies or not. (See Attachment E1, CTP MCA Template).

The Reviewer will read through the protocol, contract/NOGA (if available) and the Informed Consent
Form (ICF) to find the items and services that will be paid for by the sponsor, and list them in the QCT &
Coverage Support tab. (See Attachment E1, CTP MCA Template).

2A. Step 2-2: Device Coverage Analysis & Coverage Support Documentation (See Attachment D, Process Map)

ii.

iil.

iv.

For device trials, the Reviewer completes the investigational item or service analysis on the Device
Coverage Analysis tab in the IDE Device Trial MCA Template Workbook (See Attachment E2, IDE Device
Trial MCA Template) by answering the following four questions:

e  What is the Investigational Item or Service?

e |sthe investigational device a Category A or a Category B device?
e  What is the FDA status of the investigational item or service?

e If FDA Approved, is the device being used off-label?

The Reviewer will complete the Device Coverage Analysis on the same tab of the IDE Device Trial MCA
Template Workbook (See Attachment E2, IDE Device Trial MCA Template).
The Reviewer will read through the protocol, contract/NOGA (if available} and the ICF to find the items

and services that will be paid for by the sponsor, and list those items and services in the Device
Coverage Analysis tab (See Attachment E2, IDE Device Trial MCA Template).

The Reviewer will submit all documents to First Coast Service Options, Inc. (FCSO), the Medicare
Administrative Contractor (MAC) in Florida. Refer to FCSO Providers web site
(http://medicare.fcso.com/) for guidance on document submission.

Step 3: Billing Grid Development (See Attachment D, Process Map)
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i. The Reviewer will read through the protocol and ICF to record in the Billing Grid tab of the MCA
Template Workbook the items and services that will be provided as a part of the study.
e  Enter all protocol-required items and services in the left column,
e  Foritems and services customarily billable to insurance, itemize entries per insurance billing
requirements.
e  When clarification is necessary, consult with the Pl or designee, the Research Coordinator and/or
with the department or provider that is anticipated to provide the item or service.

ii. During the development of the billing grid, the Reviewer will enter all of the protocol-required
visits/encounters/dates in the top row of the grid.

iii. Using the Healthcare Procedural Coding System (HCPCS) and research specific Charge Description
Master (CDM) codes, the Reviewer will complete the initial coding for items and services.

e The Reviewer should use available coding reference tools to find the correct HCPCS and Current
Procedural Terminology (CPT) codes for each item and service.

iv. When all visits/encounters/dates and items and services are entered into the grid, the Reviewer will
populate the grid with an “X” in each cell that corresponds to the visit/encounter/date on which a
particular item or service will occur,

e Note: This “X” indicates that the item or service is scheduled for the research subject. It does not
indicate a billing determination. Specific billing determination codes will be entered in Step 5 of
the MCA Process.

Step 4: Initial Quality Assurance (QA) Review (See Attachment D, Process Map)

i. The Reviewer notifies the Center for Research & Grants (CR&G) MCA Analyst, acting as an MCA QA
Reviewer, that the MCA is ready for initial QA review and forwards all necessary documentation to him
or her.

ii. If the Reviewer is CR&G’s MCA Analyst, initial QA review will be performed by his or her manager or
designee.

lii.  The MCA QA Reviewer will perform an in-depth review of the MCA Workbook and the study
documents, including the protocol and the ICF. Then he/she will review the Qualifying Clinical Trial
Analysis (or Device Coverage Analysis for device studies) as well as the Billing Grid for completeness and
accuracy.

e Any inconsistencies and/or questions will be provided to the Pl or designee for editing.
e Handle QA results as follows:

- The MCA QA Reviewer will forward the MCA document to the Reviewer who will make
the necessary edits prior to returning it to CR&G’s MCA Analyst.

- If the QA process of the QCT/Device Coverage Analysis and the Billing Grid results in
changes to the Grid or other part of the MCA that may impact the draft HCPCS and CPT
coding, the Reviewer and the MCA QA Reviewer will consult with PFS and HIM prior to
finalizing recommendations on HCPCS and CPT coding.

~  If the results of the initial QA do not require changes that would impact the draft HCPCS
and CPT coding, the MCA will be provided directly to the Reviewer for editing.

e When the Initial QA Review is complete successfully, the MCA QA Reviewer will:

— Complete the Initial QA Checklist (See Attachment A, Initial Quality Assurance (QA)
Checklist).

— Notify the Reviewer.

— Return all study related documents to the Reviewer, including a copy of the signed
Initial QA Checklist, for editing and to continue processing.
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iv. The Reviewer will edit the MCA Template to incorporate changes made by the MCA QA Reviewer
and/or relevant study, billing, or coding personnel.

v. Step 5: Determination of Billing Responsibilities (See Attachment D, Process Map)
i. The Reviewer completes the initial billing determination by replacing the “X”s in the cells of the Billing
Grid tab with “RS” where these codes are appropriate:
e “RS” indicates that the Item and/or service will be billed to the Research Sponsor or that the Iltem
or service is promised free to the patient in the Informed Consent Form.

ii. The Reviewer notifies the Pl or designee that the Billing Grid is ready for the PI's review of routine care
items and services.

iii. The Pl will review all of the items and services listed in the Billing Grid, as well as study related
documents, such as the protocol, to determine the items and services that are routine care. At this
time, the Pl will note these by replacing the “X” in the cells of the Billing Grid identifying routine care
items or services with an “M”.

e “M” indicates that the Item or service can be billed to Medicare.

e Note: Items and Services for a study can be given an “M” designation only if:
~ They are considered routine care for the participant’s condition and
- The study is a Qualifying Clinical Trial, as determined in the Qualifying Clinical Trial Analysis

described above.

e  For Device studies, items and services given the “M” designation are subject to change based on
the FCSO Medical Director’s final approval for the device study and associated items and
services.

e Allitems and services that still have an “X” in the Billing Grid will be identified by the Reviewer as
non-billable in the final step of the coverage analysis.

iv. After the PI makes all routine care determinations, the Pl or designee will notify the Reviewer and
return all study related documents to him/her.

V. At this point, all items and services should have an “RS,” “M” or “X” determination in the corresponding
cells. The Reviewer will review all items and services that still have an “X” designation to confirm that
they are non-billable, and replace the “X” with “NB,” indicating that the item or service is not billable.

e Non-Billable (NB) items and services are non-clinical items and services that are not billable to
Medicare.

vi. The Reviewer will review the billing grid. For items and services identified with an “M”, the Reviewer will
enter Q0 or Q1 in the column labeled Q0/Q1 Modifier. “N/A” will be entered in this column for items
and services that are not identified with an “M”.

e QO - this modifier may identify an investigational item or service in a qualified clinical trial if
covered outside of the research study or a pre-approved FDA Category B investigational device
with an IDE number. Note: most investigational items and services are not billable Medicare and
are typically paid for or provided by the sponsor.

e Q1 - this modifier identifies a routine clinical item or service in a qualified clinical trial covered
for Medicare beneficiaries outside of a research study.

e If there are guestions regarding the applicability of Q0 or Q1 modifiers to items or services, the
Reviewer and CR&G’s MCA Analyst will consult with HIM prior to finalizing recommendations on
Q0/Q1 coding.

Step 6: Final Quality Assurance Review (See Attachment D, Process Map)

i. The Reviewer notifies Research Administration or the corresponding Research Manager or designee
that the MCA is ready for final review and sends over all necessary documentation.

All references to Policies must go to the BHSF Master Copy on the BHSF Intranet; do not rely on other versions / copies of the Policy.

Page50f7



POLICY NO.: BHSF 1340.14
TYPE: Administrative

ii. Research Administration or the corresponding Research Manager or designee reviews the signed Initial
QA Review Checklist, MCA Workbook, and the study documents. He/she then conducts an in-depth
review of the items and services and their billing designations, assuring completeness and accuracy.

ili.  The Research Manager or designee will complete the Final Quality Assurance (QA) Checklist and
forward the MCA and the signed Final QA Checklist to the Reviewer for editing and to continue
processing (See Attachment C: Final Quality Assurance (QA) Checklist).

iv. The Reviewer will complete any necessary edits.

i, Step 7: Finalizing the MCA (See Attachment D, Process Map)

i. The Reviewer will assure that all sections of the cover page are completed, according to the instructions in
the MCA Template Workbook.

e In order for the MCA to be finalized, all required signatures must be obtained.

e If a hard-copy signature is not available, electronic signatures or an email approval is acceptable.
e All electronic approvals must be attached to the MCA,
ii. Finally, the Reviewer will:
e Send a copy of the finalized MCA to the Pl
e  Distribute the finalized MCA to the Research Billing Distribution List (RBDL).
e Retain one copy of the finalized MCA on file.

vii, Step 8: MCA Modification Process (See Attachment D, Process Map)

i, If the MCA needs modifications after being finalized or has components that are interpreted or analyzed
differently by members of the MCA or research team, the PI’s assessment of the documentation and
routine care takes precedent.

ii. However, if necessary, the following steps may be taken to resolve the issue:

e  The Pl will gather two evidence-based supporting documents from Academic and/or Medical
Journals to support his/her coverage opinion,

e  Anappeal meeting will be scheduled with the Clinical Research Manager, the Appeal Reviewer,
the P! and any other necessary BHSF individuals. The Appeal Reviewer will be a BHSF person with
adequate subject-matter knowhow and appropriate organizational stature.

e Allinformation relating to the appeals process, including the appeal’s outcome should be
documented on the appeals section of the MCA Cover Page.

viil. MCA Amendments
iX. The Principal Investigator (Pl) or a designee is responsible for gathering all amended documentation
required to complete the amendment to the existing MCA and providing this to the Reviewer. The
Reviewer will then follow any of the steps from 1-8 above that are applicable to the type of revision
to be done to the MCA.

SUPPORTING/REFERENCE DOCUMENTATION:
e  CMS Manual System, Pub 200-03, Medicare National Coverage Determinations (NCD), Sec. 310.1, Routine
Costs in Clinical Trials.

e  Medicare Benefit Policy Manual - Chapter 14, Medical Devices.
e Medicare Claims Processing Manual - Chapter 32, Billing Requirements for Special Services.

e 42 CFR 405, Subpart B, Medical Services Coverage Decisions that Relate to Healthcare Technology.
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RELATED POLICIES, PROCEDURES, AND ASSOCIATED FORMS:
BHSF Administrative Policies — Center for Research and Grants:

e 1300.01 Pre Award Process for Grants and Contracts
e  1340.07 Clinical Trial Patient Account Processing
e 1340.08 Billing Compliance for Clinical Trials
Attachments:
e  Attachment A: Acronyms and Definitions
e  Attachment B: initial Quality Assurance (QA) Checklist
e  Attachment C: Final Quality Assurance (QA) Checklist
e  Attachment D: MCA Process Maps
e  Attachment E1: MCA and Budget Template Workbook for a Drug/Biologic Study
e  Attachment E2: MCA and Budget Template Workbook for a Device Study

ENFORCEMENT & SANCTIONS:

Violations of this policy may be referred to the appropriate HR management level. See HR policies 5250 and 5300
for applicable sanctions. Those violations determined by the Chief Information Security Officer (CISO) to infringe
on privacy policies will be referred to the Chief Privacy Officer (CPO) for further investigation as appropriate.

Violations of this policy may lead to revocation of system privileges and/or disciplinary action including
termination. Anyone willfully violating this policy will be subject to disciplinary action up to and including
termination.
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