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Accreditation




The University of Virginia School of Medicine and School of Nursing awards 1.0

contact hour for nurses who participate in this educational activity and complete
the post activity evaluation.

The University of Virginia School of Medicine and School of Nursing awards 1.0 hour
of participation (consistent with the designated number of AMA PRA Category 1
Credit(s)TM or ANCC contact hours) to a participant who successfully completes this

educational activity. The University of Virginia School of Medicine and School of
Nursing maintains a record of participation for six (6) years.




Disclosures




Full Disclosure Policy Affecting CME Activities: As a joint accredited provider, the
University of Virginia Office of CME/CE requires attested and signed global
disclosure of the existence of all financial interests or relationships with commercial
interest from any individual in a position to control the content of a CME activity

sponsored by OCME.

Disclosure Summary:

No one in a position to control the content of this educational activity has
disclosed a relevant financial interest or relationship with any commercial interest




Activity Code




e Activity Code: 27048
@ Instructions for claiming credits/contact hours can be found here.



https://uva.cloud-cme.com/cme/?P=1001
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LEARNING OBJECTIVES

— Clinical Trials Policy (CTP) and it’s
limitations

— Understand the importance of a
Billing Coverage Analysis (BCA

— Internal process for developing, and
modifying a BCA

— UVA injury language

— Consequences of improper billing




Clinical Trial Policy (CTP)




WHAT’S THE CLINICAL TRIAL POLICY (CTP)?

— The Clinical Trial Policy, National Coverage Determinization (NCD 310.1) was signed into
law in 2000 and later updated in 2007. This federal policy allows Medicare to cover
routine costs of items and services that are associated with a qualifying clinical trial.

— The CTP is used to make determinations on how to bill payers for items and services
related to a clinical trial.

— Medicare is the “gold standard” for billing coverage analysis. Majority of insurance
carriers may follow the federal law for coverage and limitations.
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WHAT’S A QUALIFYING TRIAL?

Clinical trials must meet the following criteria:
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1.The subject or purpose of the trial must be the evaluation of an item or service that
falls within a Medicare benefit category (e.g., physicians' service, durable medical
equipment, diagnostic test) and is not statutorily excluded from coverage (e.g.,
cosmetic surgery, hearing aids).

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

3.Trials of therapeutic interventions must enroll patients with diagnosed disease rather
than healthy volunteers. Trials of diagnostic interventions may enroll healthy patients
in order to have a proper control group. (CMS 2007)



WHAT’S A QUALIFYING TRIAL? (CONT.)

Automatically qualifying clinical trials:
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1. Trials funded by NIH, CDC, AHRQ, CMS, DOD, and VA;

2.Trials supported by centers or cooperative groups that are funded by the NIH, CDC, AHRQ,
CMS, DOD, and VA;

3.Trials conducted under an investigational new drug application (IND) reviewed by the FDA;
and

4. Drug trials that are exempt from having an IND under 21 CFR 312.2(b)(1) will be deemed
automatically qualified until the qualifying criteria are developed and the certification process is
in place. At that time the principal investigators of these trials must certify that the trials meet
the qualifying criteria in order to maintain Medicare coverage of routine costs. This certification
process will only affect the future status of the trial and will not be used to retroactively change
the earlier deemed status. (CMS 2007)



WHAT ARE ROUTINE COSTS?

Routine costs are billable and covered by Medicare.

* Items or services in which the patient would receive regardless of their participation in a study

* |tems or services required for the provision of the investigational item or service (e.g.,
administration of a noncovered chemotherapeutic agent), the clinically appropriate
monitoring of the effects of the item or service, or the prevention of complications; and

* |tems or services needed for reasonable and necessary care arising from the provision of an
investigational item or service in particular, for the diagnosis or treatment of complications.

(CMS 2007)
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WHAT ARE THE LIMITATIONS OF THE CTP?

* Can’t bill for services the sponsor is already paying for (double billing)
* Can’t bill for services that were promised at no cost to the participant in the ICF
* Can’t bill for services that are for research purposes only

* Only bill for services that have no external funding source and are medically necessary
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Billing Coverage Analysis (BCA)




WHAT IS A BILLING COVERAGE ANALYSIS AND WHY IS
IT IMPORTANT?

A Billing Coverage Analysis (BCA) is a review of all procedures detailed in a study protocol to determine how
each service and/or procedure at each visit time point should be billed to ensure institutional billing
compliance. Medicare billing rules and guidelines are referred to during this determination process.

The BCA is an important step in the study start-up process because...

— It will help with finalizing the study budget.
— Required in order to start study participant enrollment
— Required in order to finalize Clinical Trail Agreement (CTA).

The BCA is important while conducting your study because...

— Study teams should be using the finalized BCA during their billing review to ensure proper billing.
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BCA WORKFLOW BETWEEN CTU AND STUDY
TEAMS

Final BCA is

uploaded to

CRConnect-
BCA step,

dentify Develop a Study billing Study billing
standard of study billing S grid is sent
care vs. grid with D EULIe back to CTU

a8t review and review and
costs determination SR TS approval

ldentify Review
studies to research

undergo a related
BCA documents

where the Pl
reviews and
signs BCA
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STEP 1: IDENTIFY STUDIES TO UNDERGO A BCA

A BCA is required for... A BCA is NOT required...

* If atrial only uses existing
specimens or involves collecting
data based on clinical progression

e All research studies in which tests,
procedures, services, and
interventions associated with the
study, could possibly generate
Medical Center or University
Physicians Group charges.

For survey, retrospective or
observational study that only
includes a collection of forms.

Sources: CRConnect & IRB Agenda
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STEP 2: REVIEW RESEARCH RELATED DOCUMENT

* Protocol
* Consent(s)
* Budget/Sponsor Funding Sheet

*Drafts are okay, but you must remember to send
finalized documents to Courtney.
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STEP 3: IDENTIFY STANDARD OF CARE VS. RESEARCH

COSTS

Routine Costs:

* |tems or services in which the patient
would receive regardless of their
participation in a study

Research Costs:

The investigational item or service itself (unless
otherwise covered outside of the clinical trial)

Items and services solely to satisfy data collection and
analysis needs

Items and services not used in the direct clinical
management of the patient (e.g., used to determine
trial eligibility)

Items and services provided by the research sponsors at
no cost

Items and services promised at no cost to the
participant in the informed consent




STEP 4: DEVELOP A STUDY BILLING GRID WITH
COVERAGE DETERMINATION

Coverage determinations:

* PT = Patient (This item will be conducted as standard of care, bill to the subject or
the subject’s insurance)Budget/Sponsor Reimbursement Guide

* ST =Study (This item has been deemed "research-specific", bill to the study's UVA
worktag)
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S

TEPS 5, 6, & 7:

Step 5: Study billing grid is
sent to study team for
review and comments

* CRCshould review
billing grid thoroughly
with the PI.

e Make comments and
edits.
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Step 6: Study billing grid is

sent back to Courtney for
final review and approval

* Courtney will review
study team’s edits.

Step 7: Final BCA is

uploaded to CRConnect-
BCA step, where the Pl
reviews and signs the BCA

* Study team can print a
copy for their records
fromm CRConnect.

e Study team can’t enroll
study participates until
BCA is sighed by PI.




THINGS TO REMEMBER:

 HSR-IRB pre-review must be complete before
conducting a BCA

* Study enrollment can’t happen until BCA is
finalized

* C(Clinical Trials Agreement (CTA) can’t be signed
without a finalized BCA
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WHAT’'S NEW?

* No Footnotes

 New Justification & Comments Section (Last column of BCA)
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BCA EXAMPLE

Paid for per funding sheet.

SPECIMEMNS: PE blood sampling 5T 5T 5T 5T 5T
Paid for per funding sheet.
SPECIMEMNS: Immunogenicity sampling ST 1] ST ST ST
MCD 310.1 allows for the coverage of routine cost of
TREATMENT: Fre-medication, supportive care, PT PT PT PT PT oT conventional care. The treatment drug and it's
anti-emetics (PO or IV) administration, must be billed together. Medical record
m document medical necessity for billine
TREATMENT: IV administration of Pre- MCD 310.1 allows for the coverage of routine cost of
medication, supportive care, anti-emetics (if PT PT PFT PT PT PT conventional care. The treatment drug and it's
applicable) administration, must be billed together. Medical record
il document medical necessity for billine
MCD 310.1 allows for the coverage of routine cost of
TREATMENT: Pembrolizumab IV {Q3W) - - conventional care. The treatment drug and it's
' administration, must be billed together. Medical record
il document medical necessity for billing
MCD 310.1 allows for the coverage of routine cost of
TREATMENT: IV administration of - - conventional care. The treatment drug and it's
Pembrolizumab(Q3w) administration, must be billed together. Medical record
1] document medical necessity for billing
Provided by Bicara Therapeutics. This is & no cost, non-
TREATMENT: Ficerafusp alfa or placeba IV (QW) 5T 5T 5T 5T 5T 5T covered item. The treatment drug and it's administration,
must be billed together.
Paid for per funding sheet. The treatment drug and it's
TREATMENT: IV administration of Ficerafusp - - - - - - administration, must be billed together.

alfa or placebo (QW)

PT = Patient (This item will be conducted as standard of care, bill to the subject or the subject’s insurance)

ST = Study (This item has been deemed "research-specific”, bill to the study's UVA worktag)

**|f the Billing Coverage Analysis is based on a preliminary study budget and the final version includes changes in sponsor compensation for study services and/or procedures, it is the responsibility of the investigator to provide the final budget to the S0M Clinical Trials Unit. Changes may require modification & re-signing of the Billing Coverage Analysis.
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STUDY DRUG/DEVICE AND IT’S
ADMINISTRATION/IMPLANTATION

Things to remember when reviewing your BCA and completing your billing review in EPIC:

* All study drugs and their administrations must be billed together.

* All study devices and their procedure/implantation must be billed
together.

e A S0.01token charge is created in Epic to represents a no cost item
(study device or drug)

* |n order for the corresponding service (surgery/procedure or infusion
for example) to be covered, the token charge must be billed with it.
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HARD STOPS IN THE INTERNAL BCA PROCESS

* |CF doesn’t have the correct injury compensation language

* NCT# (ClinicalTrials.gov) is missing (If applicable-can’t bill insurance without it)



A BCA UPDATE IS REQUIRED WHEN...
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Principal investigator changes
Sponsor changes

There is a change in the protocol, ICF, and /or budget that effects the billable
charges

Study team notifies Courtney of changes.



UVA Injury Language




SUBJECT INJURY LANGUAGE

— Qur institution’s injury language can’t be changed, nor can additional language can
added. The sponsors must agree to use the local injury language verbatim in the ICF.

— |f the sponsor refuses to accept our local injury language, any sponsor changes will need
to be escalated to general counsel for review by Courtney or HSR-IRB. This will cause

significant delays. The contract between UVA and the sponsor is the place for fine-tuned
language about negligence and allocation of responsibility. Not the consent form.
Therefore, there is no need for the sponsor to change or add anything to our local injury

language in the consent form.
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OPTION #1

Applies to commercially sponsored studies (except post market studies).
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You do not give up any legal rights, such as seeking compensation for injury, by signing this form. If
yvou feel you have been injured as a result of this study, you may contact the Principal Investigator
or the IRB (phone numbers are located near the end of this form). If you are hurt as a result of
being in this study, there are no plans to pay you for lost wages, disability, or discomfort. The
sponsor will reimburse the reasonable cost of necessary and appropriate emergency and/or acute
medical care for injury or illness that is determined by the principal investigator and sponsor to be
directly related to the study. Injury related to the study does not include the normal progression of
any disease or any underlying pre-existing medical conditions.

To pay medical expenses, the sponsor will need to know some information about you like your

name, date of birth, gender, social security number, and, if you have health insurance coverage
through Medicare, your Medicare Beneficiary Identifier (MBI). This is because the sponsor must
check to see if you receive Medicare and if you do, report the payment it makes to Medicare.



OPTION #3

There is no sponsor, the sponsor is an academic institution, a foundation, a post market study with no injury
compensation, or a government agency such as the NIH.
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You do not give up any legal rights, such as seeking compensation for injury, by signing this form. If
vou feel you have been injured as a result of this study, you may contact the Principal Investigator
or the IRB (phone numbers are located near the end of this form). If you are hurt as a result of
being in this study, there are no plans to pay you for medical expenses, lost wages, disability, or
discomfort. The charges for any medical treatment you receive will be billed to your insurance. You
will be responsible for any amount your insurance does not cover.



Consequences




CONSEQUENCES OF IMPROPER BILLING

We are at risk of paying very large fines if we don’t follow billing policies and regulations.

* H. Lee Moffitt Cancer Center & Research Institute Hospital Inc. (Moffitt), a non-profit cancer treatment and research
center based in Tampa, Florida, has agreed to pay $19,564,743 to resolve its civil liability under the False Claims Act for
improper claims submitted to federal healthcare programs for certain patient care items and services provided during
research studies that were not eligible for reimbursement. Specifically, Moffitt billed federal healthcare programs for
items and services provided as part of clinical trial research that should have been billed to non-government trial

SPONSOTrS.

Article: Office of Public Affairs | Florida Research Hospital Agrees to Pay More than $19.5 Million to Resolve Liability
Relating to Self-Disclosure of Improper Billing for Clinical Trial Costs | United States Department of Justice
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https://www.justice.gov/opa/pr/florida-research-hospital-agrees-pay-more-195-million-resolve-liability-relating-self

CONSEQUENCES OF IMPROPER BILLING (CONT.)

* Rush University Medical Center paid S1 million to resolve its liability for inappropriate clinical trial charges submitted to Medicare and
Medicaid for services and items provided by Rush and its staff to patients enrolled in oncology clinical trials.

* Tenet USC Norris Cancer Hospital settled its civil monetary penalty liability with the Office of Inspector General (OIG) for $1.9 million after
self-disclosing overbilling with oncology trials as a “reportable event” pursuant to its corporate integrity agreement requirements. Tenet
disclosed that it improperly received government reimbursement for (1) items or services that were paid for by clinical research sponsors
or grants under which the clinical research was conducted; (2) items or services intended to be free of charge in the research informed
consent; (3) items or services that were for research purposes only and not for the clinical management of the patient; and/or (4) items or
services that were otherwise not covered under Medicare’s Clinical Trial Policy.

* The University of Alabama at Birmingham agreed to pay $3.39 million to resolve its liability in two whistleblower actions brought against it
alleging that false claims were submitted to the Medicare program and the National Institutes of Health in connection with clinical trials
for researcher time spent on patient care when no patients had been seen and for double-billing both Medicare and the sponsor of the
research grant for the same items/services. The whistleblowers were a physician formerly employed by the university and the affiliated
faculty practice plan and a research compliance officer from the university.

* Emory University agreed to a $1.5 million settlement in a False Claims Act case for falsely billing Medicare and Medicaid for services the
clinical trial sponsor agreed to pay (and, in some cases, actually did pay, resulting in double payment to Emory for the same service). This
case was brought by a whistleblower who was a former research finance manager at Emory.
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RESOURCES:

* Medicare Clinical Trial Policy (National Coverage Determination 310.1):
https://www.cms.gov/medicare-coverage-
database/view/ncd.aspx?NCDId=1&ncdver=2&fromdb=true

 Medicare Secondary Payer:

https://www.cms.gov/medicare/coordination-benefits-
recovery/overview/secondary-payer

* False Claims Act:
Civil Division | The False Claims Act (justice.gov)
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https://www.cms.gov/medicare-coverage-database/view/ncd.aspx?NCDId=1&ncdver=2&fromdb=true
https://www.cms.gov/medicare/coordination-benefits-recovery/overview/secondary-payer
https://www.justice.gov/civil/false-claims-ac

Activity Code




e Activity Code: 27048
@ Instructions for claiming credits/contact hours can be found here.
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https://uva.cloud-cme.com/cme/?P=1001
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