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POLICY STATEMENT:

All Aurora Health Care employees have a responsibility to maintain a high level of integrity in the clinical trial process, from protocol review to study budgeting.

PURPOSE OF POLICY & PROCEDURE:

The purpose of this policy is to outline the steps necessary for an efficient and effective process to complete a budget for a clinical trial. This enables the institution to make informed, fact-based decisions relative to the financial costs and benefits associated with each individual clinical trial.

ACCOUNTABILITY:

The Clinical Trial Manager (CTM) and Principal Investigator (PI) have the responsibility to approve the clinical trial budget, thereby recommending minimum reimbursement from Sponsor.  The Research Business Operations Specialist (RBOS), and Clinical Research Coordinator (CRC) have the shared responsibility of completing the budget following the process outlined herein.  The Medical Auditor has the responsibility to complete an analysis to determine what services (if any) can be billed to a third-party payor. (This analysis is conducted simultaneously to the preliminary budget creation.)  The Director, Clinical Trials Research has the responsibility of negotiating reimbursement with Sponsor to meet PI/CTM approved budget, or to identify shortfalls and potential budget changes for PI/CTM approval.  Finance has the responsibility of reviewing final negotiated budgets to ensure all clinical discounts are appropriate, and meet specified guidelines.

PROCESS:

Using various tools, including on-line access to the chargemaster, Research Business Operations Specialist(s) in conjunction with Clinical Research Coordinator(s) are responsible to complete the trial budget in an Excel format with detailed communication regarding clinical services to be performed (per Protocol), PI services performed, and Clinical Research Coordinator time and effort estimates.

DEFINITIONS:

Billable as Standard of Care – Those specific elements of medical services rendered under the umbrella of the Clinical Trial which have been determined to be reimbursable by a third-party payor, specifically Medicare.

(Note: There is a difference between the standard of care term in a clinical setting and when used in a billing setting. The two contexts’ are different and may yield different results from care vs. billing perspectives. This analysis focuses specifically on what’s covered as billable insurance benefit.)

Chargemaster - The on-line tool used by Aurora Health Care to maintain the charges associated with each component of the delivery of medical services. The chargemaster is accessed through Aurora’s intranet ePortal and requires an authorization sign-on and password obtained from Financial Planning for the region.

Clinical Trial – The systematic investigation of the effects of materials. (i.e., investigational drugs, devices) or methods (i.e., surgery, radiation) on a disease state conducted according to a formal study plan (protocol).  Generally, a clinical trial refers to the evaluation of potential treatment methods (drugs, surgery, etc) although methods of prevention, detection or diagnosis may also be the subject of a clinical trial.

Clinical Research Coordinator (CRC) – Most often the nurse (or health care professional) assigned to or assisting the Principal Investigator responsible for carrying out the defined protocol of the clinical trial.

Coverage Analysis – The process completed by a Medical Auditor whereby the study protocol/clinical study agreement is reviewed against a specific set of billing and other regulation criteria to determine which study services are billable to a third-party payor and which are not.

“Debriefing” – The process whereby the Medical Auditor, Research Business Operations Specialist, and clinical research coordinator meet to discuss and “debrief” on the study protocol/clinical study agreement relative to what is or is not billable to a third-party payor.

Medical Auditor – The member of the medical audit team with the requisite expertise to review a research study protocol and perform a coverage analysis in order to determine what is and what is not billable to a third-party payor as a covered benefit.

Principal Investigator (PI) – As the leader of the investigational team, this individual is responsible for conducting the clinical trial and ensuring the safety and welfare of the study subjects. The investigator signs the FDA Statement of Investigator form 1572. Per 21 CFR 312.3 “means a person who takes responsibility for and initiates a clinical investigation (i.e., under whose immediate direction the drug is administered or dispensed to a subject). In the event an investigation is conducted by a team of individuals, the investigator is the responsible leader of the team. “Subinvestigator” includes any other member of that team.

Research Business Operations Specialist (RBOS) – Department of Clinical Research staff member with the requisite expertise to review a research study protocol, discuss relevant elements with CRC, and identify services performed during conduct of Protocol (by CPT-4 code, Charge Code, Lab Code, etc.).  RBOS also provides “gross charge” for services, and identifies potential billing problems during Budget workup. 

Sponsor – Individual or organization which takes responsibility for initiation, organization and management of a clinical trial. Per 21 CFR 312.2 “means a person who takes responsibility for and initiates a clinical investigation. The sponsor may be an individual or pharmaceutical company, government agency, academic institution, private organization, or other organization. The sponsor does not actually conduct the investigation unless the sponsor is a sponsor-investigator.”

Sub or Co-Investigator – Most often a physician who has accepted assignment from the principal investigator to be involved in or deliver specific medical care associated with segments or all of the defined protocol of the clinical trial.

PROCEDURES:

1. Once CRC is assigned to a protocol, if it has not already been done, forward a complete copy of the study protocol, clinical study agreement, Sponsor’s proposed budget, and any other relevant communication (Feasibility Analysis, Investigator’s Brochure, etc.) to Department of Clinical Research Administration.  DCR Administration will make copies of needed information for contracting/budgeting and subsequently forward necessary information to Medical Audit so the coverage analysis can begin simultaneous to budget analysis, and contract language review. 

2. RBOS will review the study protocol/clinical study agreement in its entirety. Identify, then highlight or make note of the following:

a. Each and every medical service (procedure, test, lab, interpretation, etc.) that must be completed for each enrolled participant.

b. Each and every activity that must be completed by either the Principal Investigator or Clinical Research Coordinator aside from each medical service identified above.

3. RBOS and/or Director, Clinical Trials Research will determine from the study protocol or clinical study agreement which of the medical services and which of the investigator/coordinator activities will be either reimbursed by the study sponsor, or provided by the study sponsor for free. Specifically:

a. Identify the amount to be reimbursed by service/activity

b. Identify the item/service to be provided free-of-charge

4. Using the on-line chargemaster (or another written chargemaster document), RBOS determine the facility’s current charge for each of the medical services (procedures, tests, labs, and interpretation) etc. required for each enrolled participant of the study protocol. Access the on-line chargemaster as follows:

a. Log into the Aurora intranet web site.

b. Sign onto the E-portal.

c. Access the chargemaster via the E-portal

d. Enter either the procedure’s text description or, if known or desired, the CPT code

e. For room charges use the Excel spreadsheet provided for the institution at which the clinical trial will be conducted.

f. For AMG physician charges use the AMG approved price list.

Either marginally within the protocol document, via separate notes or into Excel, make note of the charges for each required medical service in the protocol.

5. RBOS and CRC will meet to verify identified medical services for accuracy, and determine time requirement for every identified activity required of the Principal Investigator, coinvestigator, if applicable, and Clinical Research Coordinator (or ancillary research staff).  RBOS will make necessary adjustments to preliminary budget, as identified.

6. RBOS prepares study budget using the Excel budget template. 

7. RBOS and CRC discuss “hidden” or less often considered expenses needed to include as costs specific to clinical trial. While these may not be applicable to each trial, these costs and considerations do arise.

• Are you shipping specimens to an external central lab? Will you need dry ice for shipping? If so, add that expense to your lab charges.

• Will you need to freeze specimens for bulk shipment at a specified time? If so, add the storage expenses that ACL will charge the Principal Investigator to your lab charges.

RBOS adds these fees as budget line items and Director, Clinical Trials Research includes those costs in budget negotiations.

8. Director, Clinical Trials Research and RBOS compare preliminary study budget and Coverage Analysis (when available) to confirm SOC and billable items.  Any internal discounts are applied by Director, Clinical Trials Research with review/approval by Director of Finance.

9. RBOS completes the Billing Matrix using the study budget data and Coverage Analysis. This matrix defines the activities/services to be provided to each participant for each visit throughout the duration of the study. 

This matrix serves two critical purposes:

• First it functions as a checklist or guide for the clinical coordinator of the required visit actions. This can be a monitoring tool to revisit study compliance or as a delegation tool to assist other coordinators who may need to provide additional assistance or fill-in for a colleague.

• Second this will function as a key documentation element for the business office in billing particular standard of care procedures to third party payors.

10. Dollar amounts listed under a visit column for a particular activity/service indicates:

• That the activity/service is performed during that visit

• And that the activity/service is reimbursed by the sponsor (at the fee shown)

• Or that the activity/service is provided free-of-charge by the sponsor (and noted specifically with a $0) for the amount listed.

Activities or services either paid by the sponsor or provided by the sponsor free-of-charge are therefore not billable to a third-party payor.

11. An “SOC” within the matrix for a particular activity/service indicates:

• That the activity/service is performed during that visit

• And that the activity/service is billable to a third-party payor under a standard of care analysis.

12. A “BAC” within the Matrix for a particular device or supply indicates item to be billed with no mark-up, or billed at cost.

13. An “INV” within the Matrix for a service/item indicates this service/item is to be invoiced to Sponsor, as allowed in Contract.

14. Upon completion of budget, CRC and/or RBOS conducts debriefing session with the Coverage Analyst from Medical Audit. (Note: If there is difference of opinion on whether something is billable to a third-party payor as a covered benefit, Medical Audit has final authority to prohibit a service from being billed to a third-party payor.)

If it is determined during the debriefing that services are not third-party billable, be sure to reexamine budget to determine if additional funds are needed from the Sponsor. Make adjustments to final budget based upon discussion with the Coverage Analyst.  Provide updated information to PI and/or CTM if applicable.

15. Once the Budget & Coverage Analysis Checklist is finalized and complete, forward the documentation to CTM for review and sign-off.

· Forward the budget, signed coverage analysis checklist and the budget tracking/approval form for review and approval.
· Forward the Participant Visit Matrix as part of the study budget documentation as well.

16. Director, Clinical Trials Research conducts budget negotiation with the sponsor.  (Sponsor budget negotiations cannot occur until the coverage analysis debriefing with the Medical Audit Analyst is complete in order to be aware of any non-billable services and thereby make any needed budget modifications.)


a. Upon approval, review the Budget with the PI and obtain his/her signature on the document.

b. A copy of all documents should be retained in the CRC's master protocol file.

