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Objectives

Understand Clinical Trials and how
they impact community hospitals

~
What are the compliance concerns =
with Clinical Trials %

How you can mitigate your compliance
risks associated with Clinical Trials




Clinical Trials

A research study in human volunteers to
answer specific health questions

Used to find treatments that work in
people and ways to improve health

Interventional and Observational

Interventional trials determine whether
experimental treatments or new ways of using
known therapies are safe and effective under
controlled environments
i.e. Radiation and Chemo for lung cancer patients vs.
Radiation treatment alone
Observational trials address health issues in
large groups of people or populations in natural
settings
i.e. Long term health affects of premature infants who
had more than 24 hours of CPAT therapy




Types of Clinical Trials

Treatment trials test experimental treatments, new combinations of
drugs, or new approaches to surgery or radiation therapy.

Prevention trials look for better ways to prevent disease in people
who have never had the disease or to prevent a disease from
returning. These approaches may include medicines, vitamins,
vaccines, minerals, or lifestyle changes.

Diagnostic trials are conducted to find better tests or procedures for
diagnosing a particular disease or condition.

Screening trials test the best way to detect certain diseases or
health conditions.

Quality of Life trials (or Supportive Care trials) explore ways to
improve comfort and the quality of life for individuals with a chronic
illness.

Sponsors and Principal Investigators

Sponsors design and fund the clinical trial
Sponsors could be

Physicians

Medical Institutions

Foundations

Pharmaceutical Companies

Federal agencies such as the National Institutes of Health (NIH), the

R;a'g)artment of Defense (DOD), and the Department of Veteran's Affairs
Trials can take place in a variety of locations, such as hospitals,
universities, doctors' offices, or community clinics
At each location, a Principal Investigator is responsible for the
enrolliment and monitoring of patients in the trial

Typically a Physician




Phases of Clinical Trials

In Phase | trials, researchers test an experimental drug or treatment
in a small group of people (20-80) for the first time to evaluate its
safety, determine a safe dosage range, and identify side effects.

In Phase |l trials, the experimental study drug or treatment is given
to a larger group of people (100-300) to see if it is effective and to
further evaluate its safety.

In Phase Il trials, the experimental study drug or treatment is given
to large groups of people (1,000-3,000) to confirm its effectiveness,
monitor side effects, compare it to commonly used treatments, and

collect information that will allow the experimental drug or treatment
to be used safely.

In Phase |V trials, post marketing studies delineate additional
information including the drug's risks, benefits, and optimal use.

Institutional Review Boards

In the 1950’s & 1960’s, the
medical community became
increasingly aware of patient
abuses conducted under the guise
of “research”

A 1974 regulation mandated the
use of Institutional Review Boards
(IRBs) at medical centers

IRBs are charged with protecting
patients enrolled in research by
the organization




IRB Review

Informed Consent 1

Clinical

Treatment Protocol Trial

Sponsor contract

N
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How Clinical Trials come to
Community Hospitals

Direct participation
Example: A research sponsor (typically coming from a
University Hospital) contracts with a community

hospital

Collective participation via a Cooperative Group
Eastern Cooperative Oncology Group (ECOG)
Cancer and Leukemia Group B (CALGB)
Radiation Therapy Oncology Group (RTOG)
Gynecologic Oncology Group (GOG)
Children’s Oncology Group (COG)
AIDS Clinical Trials Group (ACTG)




Clinical Trials in Community Hospitals

Increasingly researchers and Cooperative
Groups have been reaching out to Community
Hospitals for participation in Clinical Trials

Wider selection of qualifying participants

Less scrutiny from the IRB (“1999 incident”)

Community Hospitals want to participate

Physicians want it /%‘g \
Expanded options for patients ﬂ'ﬂé - 4
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The 1999 Incident

Teenager enrolled in a gene transfer clinical trial died as a result of
the protocol
Led to intense scrutiny of that trial from the FDA
Numerous concerns were raised about the conduct of that trial
Conflict of Interest
Patient safety
The Office for Human Research Protections (OHRP) inspected a
number of medical centers for compliance with human subject
regulations
Significant concerns were raised

Major medical centers had human research shut down for
noncompliance

From this point forward, the IRBs at Academic Medica | Centers
became very aggressive in scrutinizing proposed tri als and
extremely cautious in approving them




For Many Researchers...
Small Started to Look Better
2
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Typical Compliance Risks

Time & Effort Reporting

Properly Allocating Charges to Award
Projects

Reporting Financial Support From Other
Sources

Conflicts of Interest
Scientific misconduct
Billing compliance




Billing Compliance Risk

Prior to 2000, Medicare did not cover ANY services rendered to a patient
enrolled in a clinical trial

On June 7, 2000, President Clinton issued an executive memorandum
directing the Secretary of Health and Human Services to "explicitly
authorize [Medicare] payment for routine patient care costs...and costs due
to medical complications associated with participation in clinical trials."

In September 2000, CMS issued a National Coverage Decision (NDC)
defining that the routine costs of clinical trials are covered services

On July 10, 2006, CMS opened a reconsideration of its national coverage
determination on clinical trials. The purpose of the reconsideration:

Further refine the policy
Rename it the Clinical Research Policy (CRP)
Address several ambiguities, including the link between the CRP and the

Coverage with Evidence Development concept, and the authority to allow the
Agency to pay for the costs of limited investigational items.

Jump Through the “Hoops” for
Medicare Coverage

Hoop #2:

Hoop #1:
Qualifying Clinical Trial

Medicare
Reimbursement

Clinical Trial




Requirements for Qualifying Clinical Trials

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, diagnostic test) and is not
statutorily excluded from coverage (e.g., cosmetic surgery).

2) The trial must have therapeutic intent; it cannot be designed exclusively to test toxicity or
disease pathophysiology.

3) The trial 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.

4) The principal purpose of the trial is to test whether the intervention potentially improves the
participants' health outcomes;

5) The trial is well-supported by available scientific and medical information or it is intended to
clarify or establish the health outcomes of interventions already in common clinical use;

6) The trial does not unjustifiably duplicate existing studies;
7) The trial design is appropriate to answer the research question being asked in the trial;

8) The trial is sponsored by a credible organization or individual capable of executing the
proposed trial successfully;

9) The trial is in compliance with Federal regulations relating to the protection of human
subjects; and

10) All aspects of the trial are conducted according to the appropriate standards of scientific
integrity.

Automatic Qualification by Medicare as a
“Qualified Clinical Trial”

Trials funded by the National Institutes of Health (NIH), Centers for Disease Control
and Prevention (CDC), Agency for Healthcare Research and Quality (AHRQ), CMS,
Department of Defense (DOD), and the Department of Veterans Affairs (VA);

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

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

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.

Until the Medicare clinical trials registry is established, the sponsors of both IND trials
and IND-exempt trials must identify themselves by e-mail to
clinicaltrials@cms.hhs.gov for administration, payment and program integrity
purposes.




Routine Costs of Clinical Trials

Routine costs of a clinical trial include:

« allitems and services that are otherwise generally available to Medicare
beneficiaries, and

* services that are provided in either the experimental or the control arm. O
Routine costs DO include (and are therefore covered):

Items or services that are typically provided absent a clinical trial (e.g.,
conventional care);

Items or services required solely 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;

Items 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; and

Items and services that may be covered according to local coverage
determinations

Routine Costs of Clinical Trials

Routine costs do NOT include (and are therefore not covered):
The investigational item or service, itself;
Items and services for which there is no benefit category;
Items and services, which are statutorily excluded;

Items and services for which there is a National no  n-coverage
decision (ie, NCD);

Items and services provided solely to satisfy data collection and
analysis needs and that are not used in the direct clinical
management of the patient (e.g., monthly CT scans for a condition
usually requiring only a single scan);

Items and services customarily provided by the rese arch sponsors
free of charge for any enrollee in the trial; and

Items and services provided solely to determine tri al eligibility.
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Billing Instructions

For services furnished on or after January 1, 2002

Separate clinical trial related services from non-clinical trial related
services on separate claims

Providers are required to submit the following information:

Claims to Fiscal Intermediary
Condition code 30 (for all types of service)
ICD-9 diagnosis code V70.7 (as secondary diagnosis for all types of service)
QV modifier (outpatient types of services only)
QV="Item or service provided as routine care in a Medicare qualifying clinical trial"

Claims to Carrier
Condition code 30 (for all types of service)
ICD-9 diagnosis code V70.7 as primary diagnosis (ONLY NEEDED WHEN services
furnished to Medicare beneficiaries who are part of a healthy control group for the
qualifying clinical trial.
QV modifier

Reference: Medicare Claims Processing Manual, Chapter 32, Sections 69.5-69.7
(Transmittal 487/Change Request 3625, issued March 4, 2005)
! " # $% &

What's a Community Hospital to do?
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Proposed Workflow

Not
Approved CTBCC = Clinical

Proposed Trial Billing
Clinical — .
Trial Compliance
Committee
Approved

continue
with the

to
/ research
\ fund

deemed to
contain non-

covered
service:

Function of Committee

Review trial protocols

|dentify potential areas of non-coverage
for trial services

Research Medicare coverage applicability

Develop billing protocols as necessary
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What Does the Committee Review

Sponsorship Contract

Medicare excludes from coverage any item or service which
the sponsor provides for free to research participants. Any
compensation arrangement with the study sponsor may
impact what is or is not billable to Medicare.

Informed Consent

Every research study must have an informed consent
approved by an IRB that includes a discussion of costs to
the patient. Anything promised free in an informed consent
should not be billed to Medicare

The research protocol (Schedule of Events)

A review must be made to determine that items and services
on the protocol qualify as “routine cost items” for Medicare
coverage purposes

Where to Begin

y_

9
Start with your IRB ‘

List of active trials
in accrual and follow up only

List of currently enrolled patients
Identify which ones are Medicare (including Medicare HMO)

Active Trials with Medicare patients need to be
reviewed

Moving Forward
Institute Compliance Review on all new Trials
Monitor Billing Compliance

Compliance Officer should serve on the IRB
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Further Reading

Websites:
www.cms.hhs.gov/ClinicalTrialPolicies/
www.cms.hhs.gov/center/coverage.asp
www.hhs.gov/ohrp/irb/irb_guidebook.htm
www.ncrr.nih.gov/clinical/gcrcpatientsafety20010622.asp
www.cancer.gov/clinicaltrials/digestpage/medicare

Regulations / Instructions:
Medicare Claims Processing Manual, Chapter 32, section 69
(Internet Only Manuals, Publication 100-3)

Medicare National Coverage Determinations Manual, Chapter 1,
section 310.1

(Internet Only Manuals, Publication 100-4)

Zavata, Inc.
610-234-4984

kevin.mcpoyle@zavata.com
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