



South Carolina Clinical Trials Agreement (Agreement)
Agreement to Reduce Cancer Morbidity & Mortality in South Carolina

Purpose of this Agreement

The intent and purpose of this Agreement is to provide for insurance coverage for certain services related to cancer for those South Carolinians covered by the health benefit plans issued by the undersigned health insurers, health maintenance organizations, and self-insured governmental employers. The general area covered pursuant to the is Agreement is coverage of the routine patient care costs for persons participating in cancer clinical trials within South Carolina

1.0 Cancer Clinical Trials

1.0.1 Cancer Clinical Trials Covered Pursuant to this Agreement
The parties to this Agreement agree that for all those insured, diagnosed with cancer, and accepted into a Phase II, Phase III, or Phase IV clinical trial for cancer, group health plan contracts, as defined in the Employee Retirement Income and Security Act of 1974, and self-insured governmental employers coverage issued by the undersigned that provide for hospital, medical, or surgical coverage in this state shall provide coverage for all routine patient care costs related to a clinical trial in cancer if a physician who is providing or is authorized to provide covered healthcare services to the insured under the insured’s health benefit plan contract recommends participation in the cancer clinical trial. That determination must be made after determining that participation in the cancer clinical trial has a meaningful potential to benefit the insured. A cancer clinical trial’s endpoints shall not be defined primarily to test toxicity, but shall have a therapeutic intent.

For purposes of this Agreement, a cancer clinical trial must either (1) involve a drug that is exempt under federal regulations from a new drug application, or (2) be a trial that is approved by one of the following: 

A. Cooperative Group or one of the National Institutes of Health.

B. The federal Food and Drug Administration, in the form of an investigational new drug application.

C. The United States Department of Defense.

D. The United States Veterans' Administration.

E. The National Cancer Institute

F. An Institutional Review Board or a Federal Compliance Board of accredited schools of medicine, nursing, or pharmacy must approve and manage.

1.0.2 Routine Patient Care Costs Defined 
Routine patient care costs, for purposes of this Agreement, is defined as those costs associated with the provision of health care services, including drugs, items, devices, and services that would otherwise be covered under the plan or contract if those drugs, items, devices, and services were not provided in connection with an approved cancer clinical trial program, including the following: 

A. Health care services covered absent a cancer clinical trial.

B. Health care services required solely for the provision of the investigational drug, item, device or service.

C. Health care services required for the clinically appropriate monitoring of the investigational item or service.

D. Health care services needed for the reasonable and necessary care arising from the provision of the investigational drug, item, device, or service, including the diagnosis or treatment of the complications.

E. Health care services where the claims are submitted by providers with patients participating in trials and the claim identifies all extra services that are not standard medical care with an AMA CPT sanctioned identifier. 

For purposes of this Agreement and this Agreement only, routine patient care costs does not include the costs of any of the following:

A. Drugs or devices that have not been approved by the federal Food and Drug Administration associated with the cancer clinical trial or drugs or devices that have not been approved by the federal Food and Drug Administration for the specific use associated with the cancer clinical trial.

B. Claims for patients participating in clinical trials that fail to identify all extra services that are not standard medical care with an AMA CPT sanctioned identifier.

C. Services other than health care services, such as travel, housing, companion expenses, and other non clinical expenses, that an insured may require as a result of the treatment being provided for purposes of the cancer clinical trial.

D. Any item or service that is provided primarily to satisfy data collection and analysis needs and that is not used in the clinical management of the patient.

E. Health care services which, except for the fact they are being provided in a cancer clinical trial, are otherwise specifically excluded from coverage under the insured’s health plan.

F. Health care services customarily provided by the research sponsors free of charge for any enrollee in a cancer clinical trial.

G. The cost of an oncologic drug if the clinical trial’s purpose is to study the use of the oncologic drug in the particular cancer in question or study the administration of the drug in a new manner.

For the purposes of this Agreement, patient care costs such as additional tests that may or may not be fully covered by the clinical trial sponsor and/or research institution and reimbursement issues need to be resolved by the clinical trial sponsor and the participant’s health plan. 
1.0.3 Payment Rate
In the case of health care services provided by a contracting provider, the payment rate shall be at the agreed-upon rate less applicable insured cost-sharing (e.g. copayments, coinsurance, and/or deductibles). In the case of a non-contracting provider, the payment shall be at the negotiated rate or what the insurer would otherwise pay to a non-participating provider for the same covered services, less applicable out-of-network cost-sharing. All providers shall accept the applicable payment rate as payment in full for the services provided and shall not bill or attempt to collect any balance from the insured. Nothing in this Agreement shall be construed to:

A. Prohibit a health insurer, health maintenance organization, or self-insured governmental employer from restricting coverage under this Agreement for cancer clinical trials to hospitals and physicians in South Carolina, however this clause shall not be applied by undersigned insurers to justify paying less than the normal out-of-network benefits available under the policy at issue; or

B. Require a health maintenance organization or exclusive provider organization to pay for the services of a non-contracted provider unless payment would otherwise be required under state or federal law, or the subscriber contract. 
2.0 Miscellaneous Provisions
A. The provision of services when required by this Agreement shall not, in itself, give rise to liability on the part of the health insurers, health maintenance organizations, and self-insured governmental employers. 

B. Nothing in this Agreement shall be construed to prohibit, limit, or modify an insured’s rights to any available internal and external review process under Chapter 71 of Title 38 of the Official Code of South Carolina Annotated, The Health Carrier External Review Act.

C. Nothing in this Agreement shall be construed to prohibit the managing of benefits through the application of any authorization requirement, utilization review or medical management practices.

D. Nothing in this Agreement shall be construed to otherwise limit or modify any existing requirements under state or federal law, or to prevent application of cost-sharing provisions or otherwise generally applicable benefit exclusions contained in a health benefit plan.

E. Cost-sharing provisions applied to services delivered pursuant to this Agreement, including satisfying deductibles in a high-deductible benefit plan, shall be the same as those applied to the same services if not delivered pursuant to this Agreement.

F. Nothing in this Agreement shall be construed to prohibit the parties to it from providing or continuing to provide an accident and sickness insurance benefit plan, policy, or contract which has benefits that are greater than the minimum benefits required by this Agreement or from providing or continuing to provide any accident and sickness insurance plan, policy, or contract which provides benefits which are generally more favorable to the insured than those required by this Agreement.

G. Each party to this Agreement will perform its activities as an independent contractor and not as a partner, agent or joint venturer with the other. No party will have the power to create obligations or liabilities for the other. No party will be bound by any representation, act or omission of the other.

H. Nothing in this Agreement shall be construed to require an insurer, that is an Undersigned Party, to provide coverage for Cancer Clinical Trials for customers for whom the insurer provides third-party administrative services.

I. Nothing in this agreement shall be construed to require an undersigned party to cover out-of-network services where the underlying health benefit plan does not provide coverage for out-of-network services.

J. Nothing in this agreement shall be construed to require an Undersigned Party to cover benefits under clinical trials that are otherwise not covered under the health plan for other conditions.

K. Each party to this Agreement will encourage policyholders enrolled in clinical trials to notify their primary care physician, or other health professional responsible for coordinating the patient’s care, of said enrollment.

L. Coverage under this Agreement only applies to the patient while he/she is enrolled in the health plan or self-insured governmental employers’ benefit plan consistent with state law.

M. Coverage under this Agreement is applicable to all group health plan contracts and policies issued or renewed on or after July 1, 2010.
N. Coverage under this Agreement only applies to trials for which any providers submitting a claim for payment of services provided as part of the clinical trial have also executed this Agreement.  Such execution by providers may occur after the original execution of the agreement by the health plans, but is required prior to coverage being extended to that trial.

O. Pursuant to the patient informed consent document, no party is liable for damages associated with the treatment provided during any phase of a cancer clinical trial.

P. Each contract delivered or issued for delivery in this state shall provide benefits under the contract, and those benefits shall not supplant any portion of the clinical trial that is customarily paid for by government, biotechnical, pharmaceutical or medical device industry sources. 

Q. This section does not create any private right or cause of action for or on behalf of any patient against the health plan. 

Parties to this Agreement 

In recognition of the importance of reducing the cancer morbidity and mortality rates in South Carolina, in an effort to establish a voluntary process to further participation in cancer clinical trials, the organizations signing below agree to abide by the provisions of this Agreement to make all best efforts to facilitate participation of their members in cancer clinical trials.  The parties reserve the right to review periodically the administration and efficacy of this agreement in order to suggest modifications in its terms or termination of the agreement in its entirety.  This Agreement will commence as of the Effective Date.   This Agreement may be terminated for any reason upon thirty (30) days written notice. 

Participating Organizations
Insurance Providers

BlueCross BlueShield South Carolina

BlueChoice Health Plan 

Carolina Care Plan

UnitedHealthcare of the Carolinas
Health Care Providers

Hollings Cancer Center at the Medical University of South Carolina
