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Medical Policy

BCN Medical Policies are a source for BCN medical policy information only. These
documents are not to be used to determine benefits or reimbursement. Please reference the
appropriate certificate or contract for benefit information.
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Category: Medicine
BCN Policy Effective Date: 10/27/07

Title: Coverage of Routine Services
Associated with Oncology Clinical
Trials

Procedure Code(s):
Multiple

____________________________________________________________________________
Description/Background
Clinical trials, also referred to as research studies, are designed to examine and evaluate the
safety and effectiveness of various aspects of medical care. They are usually one of the last
steps of lengthy, deliberate and careful research protocols, developed with the aim of finding
better ways to prevent, diagnose and treat diseases. Clinical trials test new types of medical
care, such as how well a new cancer drug works, as well as new uses for existing drugs or
treatments. Clinical trials can also be used to compare the safety and effectiveness of different
treatments for the same condition.
All clinical trials are based on a set of rules called a “protocol.” A protocol defines:
• Who can participate in the clinical trial,
• The length of the clinical trial,
• The frequency of tests and medication, and
• Other study details and requirements.
While in a clinical trial, participants are seen regularly by the research staff to monitor their
health, as well as the safety and effectiveness of their treatment.
Clinical trials of experimental drugs or treatments proceed through four phases:
• Phase I: Researchers test a new drug or treatment in a small group of people (20-80) for
the first time to evaluate its safety, to determine a safe dosage range, and to identify side
effects. Phase I trials do not determine efficacy, and may involve significant risks as these
trials represent the initial use in human patients.
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•
•

•

Phase II: The study drug or treatment is given to a larger group of people (100-300) to see
if it is effective and further evaluate its safety.
Phase III: If a treatment has shown to be effective in Phase II, it is subjected to additional
scrutiny in Phase III. In this phase, the sample size of the study population is increased to
between 1,000 and 3,000 people. The goals in Phase III are to confirm the effectiveness
noted in Phase II, monitor for side effects, compare the study treatment against current
treatment protocols, and collect data that will facilitate safe use of the therapy or treatment
under review.
Phase IV: These studies are done after the drug or treatment has been marketed or the
new treatment has become a standard component of patient care. These studies continue
testing the study drug or treatment to collect information about their effect in various
populations and any side effects associated with long-term use. Phase IV studies are
required by the Food and Drug Administration (FDA) when there are any remaining
unanswered questions about a drug, device or treatment.

The government has strict guidelines and safeguards to protect people who choose to
participate in clinical trials. Every clinical trial in the U S must be approved and monitored by an
Institutional Review Board (IRB) to make sure the risks are as low as possible and are worth
any potential benefits. An IRB is an independent committee of physicians, statisticians,
community advocates and others that ensure that a clinical trial is ethical and the rights of study
participants are protected. All institutions that conduct or support biomedical research involving
people must, by federal regulation, have an IRB that initially approves and periodically reviews
the research.
Clinical trials are sponsored by government agencies such as the National Institutes of Health
(NIH), pharmaceutical companies, individual physician-investigators, health care institutions
such as health maintenance organizations (HMOs) and organizations that develop medical
devices or equipment. Trials can take place in a variety of locations, including hospitals,
university medical research centers, physician offices or community clinics.
____________________________________________________________________________
CPT/HCPCS Level II Codes and Description
Multiple
____________________________________________________________________________
Diagnoses/Medical Conditions
Multiple
____________________________________________________________________________
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Medical Policy Statement
BCN will cover the costs of routine services of qualifying clinical trials (Phase I II or III), as well
as reasonable and necessary items and services used to diagnose and treat complications
arising from participation in approved oncology clinical trials conducted at BCN contracted
facilities.
Rationale
Medicare has approved the costs of routine services associated with qualifying clinical trials
since 2000 as well as reasonable and necessary items and services used to diagnose and
treat complications arising from participation in all clinical trials.
Medical Policy Position Summary (Non-clinical summary statement for
customer use)

Clinical trials also called clinical research, is a research study in human volunteers to
answer specific health questions. Carefully conducted clinical trials are the fastest and
safest way to find treatments that work in people and ways to improve health. BCN covers
the costs of the routine services associated with qualifying oncology clinical trials for those
who meet specific criteria as well as reasonable and necessary items and services used to
diagnose and treat complications arising from participation in the approved oncology
clinical trial.
____________________________________________________________________________
Inclusionary and Exclusionary Guidelines (Clinically based guidelines that may
support individual consideration and pre-authorization decisions)
Costs of routine services associated with oncology clinical trials include all items and services
that are otherwise generally available to BCN members receiving an established medical
treatment. These include items or services, medical in nature, that are provided in either the
experimental or the control arm of a clinical trial:
• Items or services that are typically provided absent a clinical trial (e.g., labs, x-rays, etc.);
• Items or services required solely for the provision of the investigational item or service (e.g.,
administration of a non-covered chemotherapeutic agent). The clinically appropriate
monitoring of the effects of the item or service, or the prevention of complications, and
• Items or services needed for reasonable and necessary care arising from the provision of an
investigational item or service – in particular, for diagnosis or treatment of complications.
For an oncology clinical trial to qualify for BCN coverage of routine costs the following three
requirements must be met:
• The subject or purpose of the trial must be the evaluation of an item or service that falls
within a BCN benefit category (e.g., physicians’ services, durable medical equipment,
diagnostic tests) and is not normally excluded from coverage (e.g., cosmetic surgery).
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•
•

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

The three requirements above are insufficient by themselves to qualify a clinical trial for BCN
coverage of routine costs. Clinical trials should also have all the following seven desirable
characteristics:
• The principal purpose of the trial is to test whether the intervention potentially improves the
participants’ health outcomes and not just to test the item’s safety.
• 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.
• The trial does not unjustifiably duplicate existing studies.
• The trial design is appropriate to answer the research question being asked in the trial.
• The trial is sponsored by a credible organization or individual capable of executing the
proposed trial successfully.
• The trial complies with Federal regulations relating to the protection of human subjects.
• All aspects of the trial are conducted according to the appropriate standards of scientific
integrity.
BCN will review all requests for member participation in a clinical trial with the appropriate
supporting documentation, including:
• A complete description of the clinical trial, including the phase of the trial
• Name of the sponsoring organization (NIH, CDC, etc.)
• Patient selection criteria
• Protocol guidelines
• Patient history (previous treatment therapies)
• Appropriate supporting medical literature
Exclusions:
• Routine services for clinical trials that do not meet policy guidelines as defined above.
• Routine services for other than oncology clinical trials
• Services that are not covered in an applicable member benefit certificate or rider
• The investigational item or service, itself
• 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
condition usually requiring only a single scan).
• Items and services customarily provided by the research sponsors free of charge for any
enrollee in the trial.
• Phase IV oncology clinical trials and any related routine medical services.
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___________________________________________________________________________
Related Policies
N/A
___________________________________________________________________________
Medicare Information
Centers for Medicare and Medicaid Services, “Decision Memo for Clinical Trial Policy (CAD00071R) Effective July 9, 2007, we will add the following to the Clinical Trial Policy:
“The Centers for Medicare & Medicaid Services, through the national coverage determination
(NCD) process, through an individualized assessment of benefits, risks and research potential,
may determine that certain items and services for which there is some evidence of significant
medical benefit, but for which there is insufficient evidence to support a “reasonable and
necessary” determination, are only reasonable and necessary when provided in a clinical trial
that meets the requirements defined in that NCD.
We also add to the end of the first bullet point the phase:
Unless otherwise covered outside of the clinical trial.”
“Medicare will cover the routine costs of qualifying trials that either have been deemed to be
automatically qualified, have certified that they meet the qualifying criteria, or are required
through the NCD process unless HCFA’s Chief Clinical Officer subsequently finds that a clinical
trial does not meet the qualifying criteria or jeopardizes the safe and welfare of Medicare
beneficiaries.”
(The above Medicare information is current as of the review date for this policy. However, the
coverage issues and policies maintained by the Centers for Medicare & Medicare Services [CMS,
formerly HCFA] are updated and/or revised periodically. Therefore, the most current CMS
information may not be contained in this document. For the most current information, the reader
should contact an official Medicare source.)

___________________________________________________________________________
References
•
•
•

Blue Cross Blue Shield of Michigan/Blue Care Network of Michigan Policy Statement,
“Coverage for routine medical services related to approved oncology clinical trials,” October
21, 2001.
Centers for Medicare and Medicaid Services (CMS) “Medicare Coverage – Clinical Trials,”
Final National Coverage Decision, Effective date September 19, 2000.
“Article for Medicare Payment for Routine Services in Clinical Trials – Medical Director’s
Corner,” AdminaStar Federal, Inc. 01/01/2005.
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•

Clinical Trials. Gov., “Linking Patients to Medical Research,” A service of the U. S. National
Institutes of Health Developed by the National Library of Medicine, http://clinicaltrials.gov.

The articles reviewed in this research include those obtained in an Internet based literature search
for relevant medical references through June 26, 2007, the date the research was completed.

___________________________________________________________________________
Benefit Information
Routine services, as well as reasonable and necessary items and services used to diagnose
and treat complications arising from participation in an approved oncology clinical trial are
covered for all BCN certificates subject to the deductibles and copays listed in the certificate.
___________________________________________________________________________
BCN Administrative Guidelines
•
•
•
•
•
•

The member's contract must be active at the time the service is rendered.
The service must be authorized by the member's PCP except for Self-Referral Option (SRO)
members seeking Tier 2 coverage.
Services must be performed by a BCN-contracted provider
Appropriate copayments will apply
CPT - HCPCS codes are used for descriptive purposes only and are not a guarantee of
coverage.
Payment is based on BCN payment rules, individual certificate benefits and certificate
riders.
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Medical Policy established

01/18/06

Routine maintenance

10/27/07

Routine maintenance

Next Review:

3rd Qtr, 2008
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BLUE CARE NETWORK
ANALYSIS OF HEALTH CARE SERVICE
PROCEDURE FORM

Name of Service:

Coverage of Costs of Routine Services Associated
with Oncology Clinical Trials

Recommendation:

BCN will cover the costs of routine services
associated with qualifying clinical trials (Phase I II or
III), as well as reasonable and necessary items and
services used to diagnose and treat complications
arising from participation in approved oncology
clinical trials conducted at BCN contracted facilities.

Signature on File
_____________________________________________________
William Granger, MD
Regional Medical Director
Blue Care Network of Michigan

10/27/07
_____________________________________________________
Date
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