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WELCOME AND CALL TO ORDER
Edith Hambrick, M.D., J.D., Chair, welcomed the members, CMS staff, and the public.  (The proceedings of the meeting follow.  The agenda appears in Appendix A; a listing of only the recommendations appears in Appendix B; and a list of presentations appears in Appendix C.)

Deborah Taylor, Acting Deputy Director, Center for Medicare Management, welcomed the Panel.  She said that the APC Panel ensures the public’s interest in the Federal decision-making process, and CMS appreciates the Panel’s valuable support and assistance.  

Ms. Taylor went on to explain that the purpose of the Panel is to (1) review the APC groups and their associated weights and (2) to advise the Secretary, Department of Health and Human Services, and the CMS Administrator regarding the clinical integrity of the APC groups and their associated weights.  She further stated that APC Panel has provided invaluable support and assistance as the hospital Outpatient Prospective Payment System (OPPS) has evolved since it was first implemented in August 2000, and she thanked the Panel for its input. 

Dr. Hambrick briefly reviewed the Panel’s Charter and defined the scope of issues that the Panel can address.  She also explained the “2-times rule” (i.e., in a given APC, the median cost of the most costly service should be no more than two times the median cost of the least costly service).  Dr. Hambrick extended a special welcome to three new Panel members:  Michael Mills, Ph.D.; Beverly Philip, M.D.; and Michael Ross, M.D.

OVERVIEW OF PROPOSED CHANGES TO THE OPPS AND CALENDAR YEAR (CY) 2008 PAYMENT RATES

Carol Bazell, M.D., M.P.H., Director, DOC, presented an overview of changes to the hospital OPPS for CY 2008, noting that the proposed rule also includes changes to the payment system for ambulatory surgical centers (ASCs).  She explained how CMS calculates APC rates and said that rates for 2008 would be calculated using claims data from 2006 processed as of June 30, 2007.  Dr. Bazell said significant changes are proposed in the following areas:

Quality Measures:  In 2008, OPPS expenditures are estimated to increase by 10.5 percent over 2007 to $35 billion.  CMS believes that reporting standards for quality are the first step toward value-based purchasing and proposes reporting standards for emergency department (ED) acute myocardial infarction transfers, surgical care improvement, heart failure, community-acquired pneumonia care, and diabetes treatment.  Hospitals that fail to report these measures would receive a 2-percent reduction to their payment update in 2009.

Expanded Packaging:  CMS proposes more bundling of services to create incentives for hospitals to provide services as efficiently as possible.  (Packaging proposals are described in detail later in this report.) 

Composite APCs:  CMS proposes to create composite APCs that will provide a single payment for combinations of major procedures that are currently separately paid when they are furnished on the same date of service.

Devices Replaced with Partial Credit:  In 2007, CMS reduced payment for device-dependent APCs by the device portion of payment when a procedure involved replacing a device with one provided by the manufacturer at no cost to the hospital (e.g., replacing a defective device under warranty).  For 2008, CMS proposes reducing the payment by 50 percent of the device portion if the hospital receives the replacement device with partial credit of more than 20 percent of the cost of the replacement device.

Drugs and Biologicals:  For 2008, CMS proposes to pay the average sales price (ASP) plus 5 percent for drugs and biologicals (other than radiopharmaceuticals) when the per day cost is more than $60.

Pharmacy Overhead:  CMS proposes requiring hospitals to report pharmacy overhead charges on claims for drugs via uncoded revenue lines.  (This proposal is described in detail later in this report.)

Radiopharmaceuticals:  Because diagnostic radiopharmaceuticals are almost always billed on the same claim with a nuclear medicine service, CMS proposes to package payment for diagnostic radiopharmaceuticals with the payment for the service.  Because therapeutic radiopharmaceuticals are, like other drugs and biologicals, a treatment, not an ancillary and supportive service, CMS proposes to pay for therapeutic radiopharmaceuticals based on their mean costs derived from claims data.

Positron Emission Tomography (PET)/Computed Tomography (CT) Scans:  CMS proposes to reassign PET/CT scans to a clinical APC for nonmyocardial PET scans.  Payment for fluorodeoxyglucose would be packaged into payment for PET and PET/CT.  Multiple myocardial PET scan services would continue to be paid through the same APC as single myocardial PET scan services.

Brachytherapy Sources:  The requirement that CMS pay for brachytherapy sources at charges reduced to cost expires at the end of 2007.  For 2008, CMS proposes to pay based on source-specific median costs for brachytherapy sources as reflected in claims data.  CMS also proposes differential APC assignments and payments for stranded and non-stranded sources.  In 2008, brachytherapy sources would be eligible for outlier payments and the 7.1-percent rural adjustment.  

ASCs:  For 2008, CMS proposes to base ASC payment on the OPPS scaled weights and payment policies and apply an ASC-specific conversion factor to maintain budget neutrality.

SUBCOMMITTEE REPORTS
The subcommittees met the morning of Wednesday, September 5, but elected to hear the public presentations before developing their additional recommendations and made only the following recommendation:
· Recommendation:  The subcommittees and the full Panel recommend that the Observation and Visit, Data, and Packaging Subcommittees continue their work.
DATA ISSUES
CMS staff member Anita Heygster said that the methodology for setting median costs was not substantially different from previous years and is detailed thoroughly on the CMS Web site.  She focused on how CMS analyzed its data to determine payment rates for the packaged codes proposed for 2008.  The median costs for 2008 were determined using 87 million single and pseudo-single claims.  Ms. Heygster said CMS evaluated how hospitals grouped items and services together on claims and used that as a basis for proposed packaging.  She added that there were fewer violations of the two-times rule in 2008 than 2007, but pointed out that the two-times rule does not apply to low-volume services.

Data Subcommittee Report

Panel member and Chair of the Data Subcommittee, Kim Allan Williams, M.D., presented the following recommendation that was accepted by the full Panel:

· Recommendation:  The Panel recommends that CMS explore whether hospitals could report a modifier to reflect the amount of a partial credit for a device as a percentage of the amount of the replacement device.  This approach would signify that there was a partial credit and provide data for use in determining the amount of reduction that could be taken in future years.

PACKAGING ISSUES

Overview

Tamar Spolter, CMS staff member, said that CMS believes that packaging and bundling payment for multiple interrelated services into a single payment creates incentives for providers to furnish services in the most efficient way by enabling hospitals to manage their resources with maximum flexibility, thereby encouraging long-term cost containment.  CMS believes that where there are a variety of supplies that could be used to furnish a service, some of which are more expensive than others, packaging encourages hospitals to use the least expensive item that meets the patient’s needs, rather than to routinely use a more expensive item.  Packaging also encourages hospitals to negotiate carefully with manufacturers and suppliers to reduce the costs of purchased items and services or to explore alternative group purchasing arrangements, thereby encouraging the most economical health care.  Similarly, packaging encourages hospitals to establish protocols that ensure that services are furnished only when they are important and to carefully scrutinize the services ordered by practitioners to maximize the efficient use of hospital resources.  Finally, packaging payments into larger payment bundles promotes the stability of payment for services over time.  Packaging also may reduce the importance of refining service-specific payment because there is more opportunity for hospitals to average payment across higher cost cases requiring many ancillary services and lower cost cases requiring fewer ancillary services.  Ms. Spolter said CMS is exploring how to increase packaging and bundling as it moves toward episode-based and encounter-based payment groups.  For 2008, CMS proposes packaging for the following seven areas.  CMS specifically chose these categories of HCPCS codes for packaging because the Agency believes that the items and services described by the codes in the following categories are typically ancillary and supportive to a primary diagnostic or therapeutic modality and, in those cases, are an integral part of the primary service they support:

Guidance Services
Image Processing Services

Intraoperative Testing Services

Imaging Supervision and Interpretation Services
Diagnostic Radiopharmaceuticals

Contrast Media

Observation Services 
In addition, Ms. Spolter said, CMS proposes two encounter-based composite APCs for 2008:  low dose rate (LDR) prostate brachytherapy and cardiac electrophysiologic evaluation and ablation services.  

Public Presentations

Gordon Schatz of the Council on Radionuclides and Radiopharmaceuticals asked that CMS continue to pay separately for diagnostic and therapeutic radiopharmaceuticals with a per-day cost above the package threshold ($55 for 2007, $60 proposed for 2008) (Presentation A).  He noted that the proposed packaging would drive hospitals to use the least expensive radiopharmaceutical possible, even when a more effective but more expensive option is available.  He said that hospitals may not have correctly reported the new codes for diagnostic and therapeutic radiopharmaceuticals that were created in 2006, so CMS may not have complete and accurate data.  Mr. Schatz also said the least expensive radiopharmaceuticals cost about $10–$30, but the newest and most expensive can cost thousands of dollars.

Denise Merlino and Robert Henkin, M.D., speaking on behalf of the Society of Nuclear Medicine (SNM), said that radiopharmaceuticals are drugs, not supplies ancillary to other services (Presentation B).  Ms. Merlino presented preliminary results from a survey conducted by the SNM that suggests costs related to preparing and handling radiopharmaceuticals may not be adequately captured by CMS data.  Dr. Henkin said that the choice of radiopharmaceutical depends on the disease or condition, and Medicare beneficiaries and their physicians should have access to the radiopharmaceutical that best targets the disease or condition.  The SNM asked that CMS treat radiopharmaceuticals as drugs and pay for them separately and that CMS consider external data in its ratesetting methodology.  Dr. Henkin added that the proposed packaging system would pay reasonably for low-end radiopharmaceuticals but “falls apart” for radiopharmaceuticals costing around $200 - $300 or more for a dose.  Targeted radiopharmaceuticals costing more than $1,000 are “the future of personalized medicine,” Dr. Henkin said.

Jugna Shah, speaking on behalf of the Alliance of Dedicated Cancer Centers (ADCC), said that CMS may not have accurate data because it uses only single claims for ratesetting.  Christina Ritter, Ph.D., CMS staff member, said that of the claims for nuclear medicine procedures, 87 percent of single claims included a coded radiopharmaceutical.  Kathy Francisco of the Pinnacle Health Group pointed out that an organization would have to perform 90 breast imaging procedures using a $75 radiopharmaceutical to offset one procedure using ProstScint, which costs $2,000.  Dr. Henkin added that some radiopharmaceuticals are administered over several days prior to the nuclear medicine procedure, and his hospital would not be able to submit a claim for packaged payment as a result.  Ms. Merlino noted that CMS’ methodology does not take into account the most complex claims.

Edward Eikman, M.D., who practices at the Moffitt Cancer Center in Tampa, Florida, said CMS’ proposed payment system could discourage hospitals from providing targeted imaging and therapy for Medicare beneficiaries (Presentation C).  He asked that CMS continue to pay separately for molecular imaging and associated pharmaceuticals.  The Panel reviewed a letter from Robert Carretta, M.D., and Lisa Saake, R.N., of Covidien Imaging Solutions and another from Tamar Thompson of Bracco Diagnostics, Inc., both of which made a similar request (Presentations D and E).  Ms. Thompson suggested that CMS use a payment method similar to the ASP methodology and use external data to identify payment levels for radiopharmaceuticals.

Peter Webner of IBA Molecular said that packaging radiopharmaceuticals would jeopardize research and development of new and novel diagnostic radiopharmaceuticals (Presentation F).  He suggested that CMS set a packaging threshold specifically for diagnostic radiopharmaceuticals and require manufacturers to provide acquisition cost data for radiopharmaceuticals above the threshold.

Andrew Whitman of the Medical Imaging and Technology Alliance also asked that CMS continue to pay separately for radiopharmaceuticals and use external data for ratesetting for therapeutic radiopharmaceuticals (Presentation G).  He also said that assigning PET/CT scans to APC 0308, Non-Myocardial Positron Emission Tomography Imaging, would result in underpayment for the procedure and discourage its use.  

Pam Kassing of the American College of Radiology (ACR) asked that CMS delay implementation of its radiology-related packaging proposals because there has been insufficient time to assess the impact of such sweeping changes on hospitals (Presentation H).  She asked that CMS provide stakeholders the data needed to evaluate the proposal fully, including crosswalks used by CMS, and that CMS work with stakeholders to develop a more transparent proposal for 2009.

Wendy Smith Fuss, speaking on behalf of the American Association of Physicists in Medicine, said that to evaluate CMS’ proposal, one must purchase the public use data file at a cost of thousands of dollars and then hire a data analyst to model the proposal (Presentation I).  She asked that data be made publicly available on CMS’ Web site, without a fee.  Further, she said that packaging will deter hospitals from properly coding and reporting charges for image guidance services, and payment will decrease over time as a result.  She asked that CMS delay implementing the packaging proposal for imaging guidance.  

Jo Ellen Slurzberg of the Medical Device Manufacturers Association asked that CMS at least require complete and correct coding for all packaged services to ensure appropriate data are collected for future ratesetting  (Presentation J).  She also asked that CMS delay implementing its proposal and release more detailed data on proposed packages to the public.  Ms. Slurzberg asked CMS to require the use of “C” codes for all device-dependent APCs and urged CMS to establish a 2-year minimum threshold for New Technology and pass-through APCs.

Ms. Shah of the ADCC said that her organization supports some packaging, but the current proposal was not feasible, because it includes packaging that stems from incorrectly and illogically coded claims (presentation K).  She asked that CMS not implement the packaging proposal until it can be further studied, consider creating more specific and conditional packages, and limit the use of incorrectly coded claims.  

John Settlemyer and Jennifer Artigue of the Provider Roundtable (PRT) spoke against packaging all observation services (Presentation L).  They said the number of observation claims may have increased because CMS began clarifying and simplifying the billing requirements for separately payable observation services.  They added that physicians, not hospitals, determine the length of stay for observation, so hospitals will not gain any flexibility in managing their resources as a result of packaging.  They asked that CMS maintain the status quo for observation services until claims data for 2007 and beyond are available for analysis and that CMS provide more detailed analysis of APC 0339, Observation.  Kathy Dorale of Avera Health and the PRT  asked whether single bill data from the separately payable observation services claims are used in ratesetting because claims for observation services are likely to be claims that contain multiple services.  CMS staff member Dr. Ritter explained that multiple procedure bills have been used in ratesetting for observation services.

Sandra Sieck, on behalf of the Society of Chest Pain Centers, said that the separately payable observation services have helped hospitals provide better, more cost-effective treatment, and packaging all observation services would lead to bottlenecks in the ED.  Frank Peacock, M.D., and Raymond Bahr, M.D., of the Society of Chest Pain Centers both said observation gives hospitals an opportunity to treat patients with chest pain without admitting them.  Dr. Peacock added that if observation services were packaged, the payment rate would be so low that he would be forced to either admit or discharge the patient.  Dr. Bahr said that data from accredited chest pain centers shows that such centers provide cost-effective, high-quality care, and Dr. Peacock said packaging observation services would drastically decrease the number of chest pain centers.  The Society of Chest Pain Centers asked CMS not to package all observation services.

The Panel reviewed a letter from Trisha Crishock of the American Society for Therapeutic Radiology and Oncology, which asked the Panel to comment on the methodology and data CMS used to create its proposals for packaging, composite APCs (particularly low dose rate prostate brachytherapy), and payment for electronic brachytherapy (Presentation N).

The Panel discussed at length whether it would be appropriate to recommend that CMS pay separately for all diagnostic and therapeutic radiopharmaceuticals or that CMS package some radiopharmaceuticals.  Discussion addressed general support for packaging as an appropriate method for containing costs, the need to preserve Medicare beneficiaries’ access to personalized treatment, the accuracy of current and future data that CMS collects from hospital claims, and whether a tiered payment system would work for radiopharmaceuticals.  Panel member Dr. Williams emphasized that the proposed payment system could limit access to mid-range radiopharmaceuticals (those costing between about $60 and $250 per day), which make up a much larger proportion of claims than high cost radiopharmaceuticals.  Jerry Stringham of Medical Imaging Partners said CMS’ proposed packaging could, for example, drive hospitals to choose a more expensive radiation treatment delivery system over a radiation treatment guidance system on the basis of payment.

In response to questions about using external data, Ms. Heygster said CMS deliberately avoids setting payment rates using such data because it prefers to use a standard ratesetting methodology from a single data source (hospital claims) for all services.  She reminded the Panel that the system was originally designed to pay about 82 percent, not 100 percent, of costs and to maintain appropriate relativity among payments, with the exception of drugs and biologicals. 
Observation and Visit Subcommittee Report

Panel member and Chair of the Observation and Visit Subcommittee Judie Snipes, R.N., presented the following recommendations of the Subcommittee, which were accepted by the full Panel:

· Recommendation:  The Panel recommends that CMS not finalize the proposal to implement observation packaging for 2008, as it would be detrimental for patients receiving medically necessary services and increase costs.  The Panel requests that CMS provide additional data on observation in order to understand trends and utilization; further, the Panel requests that this data be presented for review at the next meeting, specifically:

· Whether claims reflect misuse or overutilization of observation services

· More distinct frequency and utilization data for the three conditions for which observation services are now separately payable

· Association of observation services with emergency department and clinic visits

· Analysis of the frequency of claims for observation services compared with the inpatient error rate

· Frequency distribution showing length of stay data for observation services

· Recommendation:  If observation services must be packaged, the Panel recommends that CMS create a composite emergency department/clinic and observation APC (or a group of composite APCs) that is only paid when both services are provided.  If the composite APC were paid, neither the clinic nor emergency department visit would be paid separately.  Coding and service requirements currently applicable to separately payable observation would remain the same, with the exception that there would be no clinical condition restriction on payment for the composite APC.  Payment rates for this composite APC would need to be adjusted based on readily available historical data.

· Recommendation:  With the significant changes in packaging proposed for 2008, especially as related to observation, the Panel recommends that CMS evaluate the potential negative impact on beneficiaries.

Total Body Hypothermia

Ms. Spolter explained that CPT code 99186, Total body hypothermia, has been packaged since OPPS was implemented.  Life Recovery Systems, the manufacturer of the ThermoSuit system, a whole-body emergency cooling suit, presented to the APC Panel in March 2007, and the Panel recommended that CMS reevaluate the packaged status of this service on the basis of current research and the availability of new therapeutic modalities.  Ms. Spolter said CMS continues to support packaging this service, for which it received fewer than 50 claims in CY 2006, because hospitals are likely to receive payment via the other services with which this service is packaged.

John McInnis, speaking on behalf of Life Recovery Systems, described the advantages of the ThermoSuit over traditional ice packing and asked that the ThermoSuit be assigned to a New Technology APC that provides adequate payment (Presentation O).  Mr. McInnis said the American Medical Association discouraged Life Recovery Systems from seeking a CPT code for advanced cooling systems.  The Panel pointed out that no definitive studies show that the ThermoSuit is superior to traditional ice packing.  

Packaging Subcommittee Report

Panel member and Chair of the Packaging Subcommittee James Rawson, M.D., 
discussed the following packaging recommendations that the full Panel approved:

· Recommendation:  The Panel recommends that contrast agents be packaged as proposed in the proposed rule.

· Recommendation:  The Panel recommends that image processing services be packaged as proposed in the proposed rule.

· Recommendation:  The Panel recommends that the packaging of intraoperative testing services be implemented as proposed in the proposed rule and that CMS consider applying “Q” status to CPT code 96020, Neurofunctional testing selection and administration during noninvasive imaging functional brain mapping, with test administered entirely by a physician or psychologist, with review of test results and report.

· Recommendation:   The Panel recommends that image guidance services be packaged as proposed in the proposed rule, except for radiation oncology image guidance procedures.

· Recommendation:  The Panel recommends that CMS delay packaging imaging supervision and interpretation services because of excessive reductions in payment for services that would be paid separately only if they were provided with other minor procedures that are already packaged.  

· Recommendation:  The Panel recommends that CMS work with stakeholders to develop an alternative model for packaging imaging supervision and interpretation services and present it at the next APC meeting.

· Recommendation:  The Panel recommends that CMS set the packaging threshold for diagnostic radiopharmaceuticals at a median cost of $200 per day, and that CMS continue to pay for diagnostic radiopharmaceuticals that cost more than $200 using the current methodology.

· Recommendation:  The Panel recommends that CMS review nuclear medicine procedure claims, identify those associated with a radiopharmaceutical and those not associated with a radiopharmaceutical, and present the findings at the next APC meeting for consideration of whether a claims edit is needed.

· Recommendation:  The Panel recommends that CMS provide in the Final Rule crosswalks and information clarifying how newly packaged services map back to primary procedures, e.g., by simulating median costs for HCPCS codes with and without packaging.
APC PLACEMENT ISSUES

Implantation of Gastric Neurostimulator Electrodes — Overview

Carrie Bullock, CMS staff member, said CMS proposes maintaining CPT code 43647, Laparoscopy, surgical; implantation or replacement of gastric neurostimulator electrodes, antrum, in APC 0130, Level I Laparoscopy.  CPT code 43647 became effective in 2007, and CMS provided an interim final assignment to APC 0130 for CY 2007.  APC 0130 is not device-dependent.

Public Presentation

Michael Wittick of Medtronic, Inc., asked that CPT code 43647 be moved to APC 0061, Laminectomy or Incision for Implantation of Neurostimulator Electrodes, Excluding Cranial Nerve, because this APC more accurately reflects the clinical and resource intensity of CPT code 43647 (Presentation P).  The Panel stated its reluctance to move a procedure into a significantly higher-paying APC without more supporting claims data but also recognized that because of the significant cost of the device associated with CPT code 43647, it should be in a device-dependent APC.

· Recommendation:  The Panel recommends that before finalizing the proposal for 2008, CMS reevaluate its decision to place CPT code 43647, Laparoscopy, surgical;  implantation or replacement of gastric neurostimulator electrodes, antrum, a device-dependent code, in APC 0130, Level I Laparoscopy, which is not device-dependent.
Cardiac Rehabilitation Services — Overview

Heather Hostetler, J.D., CMS staff member, said that for CY 2008, CMS proposes to discontinue recognizing CPT codes 93797, Physician services for outpatient cardiac rehabilitation, without continuous electrocardiographic (ECG) monitoring (per session), and 93798, Physician services for outpatient cardiac rehabilitation, with continuous ECG monitoring (per session), and replace them with HCPCS codes GXXX1, Physician services for outpatient cardiac rehabilitation, without continuous ECG monitoring (per hour), and GXXX2, Physician services for outpatient cardiac rehabilitation, with continuous ECG monitoring (per hour).  She said that CMS believes that these proposed G-codes more specifically reflect the way cardiac rehabilitation services are provided in hospital outpatient departments (HOPDs) so that reporting would be more straightforward for hospitals and would result in more accurate data for OPPS ratesetting in two years.   She also said that CMS is proposing to assign these new HCPCS codes to APC 0095 for CY 2008, with a status indicator of ‘‘S.’’ Accordingly, CMS is proposing to change the status indicators for CPT codes 93797 and 93798 from ‘‘S’’ to ‘‘B’’ to indicate that alternative codes (GXXX1 and GXXX2) for cardiac rehabilitation services are recognized for payment under the OPPS.
Public Presentation

Ms. Dorale of Avera Health said the proposed change would pose an administrative burden on hospitals, which would have to use G-codes for CMS claims and CPT codes for all other claims (Presentation Q).  She asked that CMS not replace the CPT codes with G-codes, adding that it would provide little useful additional information.

The Panel asked about the rationale for the proposal, and Ms. Hostetler said the ambiguity of the term “session” prevents CMS from collecting more accurate data.  Panel member Gloryanne Bryant commented that because cardiac rehab sessions typically last 45 minutes to 1-1/2 hours, CMS would not likely gain any additional useful data by using a per hour code.  Nelly Leon-Chisen of the American Hospital Association echoed Ms. Dorale’s concern about the administrative burden of the proposed change and asked whether in the future, CMS would create new G-codes for all codes in CPT defined as “per session.”  In a letter to the Panel, Valerie Rinkle of the PRT raised the same issue (Presentation R).  Panel member Dr. Williams added that the American College of Cardiology also opposes the change.

· Recommendation:  The Panel recommends that CMS continue to use the existing CPT codes for cardiac rehabilitation services (CPT code 93797, Physician services for outpatient cardiac rehabilitation; without continuous electrocardiographic [ECG] monitoring [per session], and CPT code 93798, Physician services for outpatient cardiac rehabilitation;, with continuous ECG monitoring [per session]) and not replace them with the proposed HCPCS G-codes GXXX1, Physician services for outpatient cardiac rehabilitation, without continuous ECG monitoring (per hour), and GXXX2, Physician services for outpatient cardiac rehabilitation, with continuous ECG monitoring (per hour).

Continuous Glucose Monitoring — Overview

Alberta Dwivedi, CMS staff member, said that CMS proposes to reassign CPT code 95250, Ambulatory continuous glucose monitoring of interstitial fluid via a subcutaneous sensor for up to 72 hours; sensor placement, hook-up, calibration of monitor, patient training, removal of sensor and printout of recording, from APC 0421, Prolonged Physiologic Monitoring, to APC 0097, Prolonged Physiologic and Ambulatory Monitoring, and delete APC 0421.  She said that CMS received very few claims for APC 0421 overall and, because of the low volume of claims including CPT code 95250, moving it into APC 0097 would not violate the two-times rule.
Public Presentation

Patty Curoe, R.N., M.B.A., of Medtronic, Inc., said moving CPT code 95250 to APC 0421 would underpay for continuous glucose monitoring and limit beneficiary access to the service, because the service requires significant patient training that would not be adequately reimbursed under APC 0097 (Presentation S).  She asked that CMS either maintain APC 0421 as is or, if CPT code 95250 is moved to APC 0097, reconfigure APC 0097 into two levels.  Level two would consist of CPT code 95250; CPT code 93271, ECG monitoring and analysis; HPCPS code G0248, Demonstration, at initial use, of home INR monitoring for patient with mechanical heart valve(s) who meets Medicare coverage criteria, under the direction of a physician; includes:  demonstrating use and care of the INR monitor, obtaining at least one blood sample, provision of instructions for reporting home INR test results, and documentation of patient ability to perform testing; and HCPCS code G0249, Provision of test materials and equipment for home INR monitoring to patient with mechanical heart valve(s) who meets Medicare coverage criteria; includes provision of materials for use in the home and reporting of test results to physician; per 4 tests.

· Recommendation:  The Panel recommends that CMS retain APC 0421, Prolonged Physiologic Monitoring, with its current composition, including CPT code 95250, Ambulatory continuous glucose monitoring of interstitial fluid via a subcutaneous sensor for up to 72 hours; sensor placement, hook-up, calibration of monitor, patient training, removal of sensor and printout of recording; HCPCS code G0248, Demonstration, at initial use, of home INR monitoring for patient with mechanical heart valve(s) who meets Medicare coverage criteria, under the direction of a physician; includes: demonstrating use and care of the INR monitor, obtaining at least one blood sample, provision of instructions for reporting home INR test results, and documentation of patient ability to perform testing; and HCPCS code G0249, Provision of test materials and equipment for home INR monitoring to patient with mechanical heart valve(s) who meets Medicare coverage criteria; includes provision of materials for use in the home and reporting of test results to physician; per 4 tests.
Stereotactic Radiosurgery — Overview

CMS staff member LCDR Marjorie Baldo explained that for CY 2008, CMS proposes moving CPT codes 0071T, Focused ultrasound ablation of uterine leiomyomata, including MR guidance (MRgFUS); total leiomyomata volume less than 200 cc of tissue, and 0072T, Focused ultrasound ablation of uterine leiomyomata, including MR guidance; total leiomyomata volume greater or equal to 200 cc of tissue, to APC 0067, Level III Stereotactic Radiosurgery, MRgFUS and Magnetoencephalography (MEG), as recommended by the Panel in March 2007.  CMS also proposes moving several MEG codes into stereotactic radiosurgery APCs.

Public Presentation

The Panel reviewed a letter from the CyberKnife Coalition asking that magnetic-resonance guided focused ultrasound ablation and magnetoencephalography procedures not be grouped with stereotactic radiosurgery procedures (Presentation T).  Ms. Francisco of the Pinnacle Health Group disagreed, saying the procedures share many clinical and resource utilization characteristics with stereotactic radiosurgery.  
The Panel noted that CMS made the proposed changes based on the APC Panel's recommendation from the March 2007 meeting.
Skin Repair Procedures — Overview

Ms. Hostetler explained CMS’ proposed reconfiguration of APC codes to create five levels of skin repair APCs, as recommended by the Panel in March 2007.  For CY 2008, CMS proposes to eliminate the four current skin repair APCs and replace them with five new APCs titled:  APC 0133 (Level I Skin Repair); APC 0134 (Level II Skin Repair); APC 0135 (Level III Skin Repair); APC 0136 (Level IV Skin Repair); and APC 0137 (Level V Skin Repair).  CMS proposes to reassign each of the procedures assigned to the current skin repair APCs in order to improve the clinical and resource homogeneity of the APCs and to address 2-times violations in APCs 0024 and 0025.  She explained that CMS has taken into account the frequency, resource utilization, and clinical characteristics of each procedure and paid particular attention to CPT code families in considering the clinical and resource homogeneity of each APC in the reconfigured series.  She said that CMS agreed with the APC Panel’s March 2007 recommendation that add-on codes should bear special examination with respect to their median costs and their appropriate APC assignments due to the “T” status indicator of the APCs.  As a result of this review, several CPT code placements from the draft configuration discussed with the Panel last March were changed for the proposed rule.  
Public Presentation

Robert Kirsner, M.D., of the National Healing Corporation, said the proposed changes would decrease the payment for Apligraf skin substitute and exclude payment for site preparation (Presentation U).  He said that because the CPT codes for skin repair procedures changed in 2006, hospitals may not have coded claims properly, so the preparation charges are not adequately reflected in CMS claims data from 2006.  Dr. Kirsner asked that CMS assign CPT code 15340, Tissue cultured allogenic skin substitute, first 25 sq cm or less, and CPT code 15341, Tissue cultured allogenic skin substitute, each additional 25 sq cm, to APC 0135, Level III Skin Repair.  Antonio Montecarlo of Organogenesis agreed, saying that hospital costs are consistent with the payment rates for Level III Skin Repair.  Theresa Dixon of Advanced Biohealing concurred, adding that most contractors have payment policies for debridement that apply to all skin substitutes.  The Panel felt that 2007 CMS claims data could be likely to better reflect hospital costs.  
Uterine Fibroid Embolization — Overview

Ms. Bullock said that for CY 2008, CMS proposes keeping CPT code 37210, Uterine fibroid embolization (UFE, embolization of the uterine arteries to treat uterine fibroids, leiomyomata), percutaneous approach inclusive of vascular access, vessel selection, embolization, and all radiological supervision and interpretation, intraprocedural roadmapping, and image guidance necessary to complete the procedure, in APC 0202, Level VII Female Reproductive Procedures, which includes several gynecologic surgeries.

Public Presentation

Gerald Niedzwiecki, M.D., of the Society of Interventional Radiology, asked that CMS move CPT code 37210 to APC 0229, Transcatheter Placement of Intravascular Shunts, because the APC more accurately reflects the clinical and resource intensity of CPT code 37210 (Presentation V).  He said use of UFE may preclude the need for hysterectomy in some patients.  While women over age 65 typically are not candidates for UFE, Dr. Niedzwiecki pointed out that other insurance providers use Medicare as a guide for setting their own payment rates for procedures.  Panel member Hazel Kimmel, R.N., added that Medicare also serves some beneficiaries under age 65.  The Panel agreed that CPT code 37210 should move to an APC that better reflects the clinical and resource intensity of the procedure.

· Recommendation:  The Panel recommends that CMS consider moving CPT code 37210, Uterine fibroid embolization (UFE, embolization of the uterine arteries to treat uterine fibroids, leiomyomata), percutaneous approach inclusive of vascular access, vessel selection, embolization, and all radiological supervision and interpretation, intraprocedural roadmapping, and image guidance necessary to complete the procedure, to another APC, such as APC 0067, Level III Stereotactic Radiosurgery, or APC 0229, Transcatheter Placement of Intravascular Shunts, to improve the clinical and resource homogeneity of the procedure within the APC.

Bone Marrow and Stem Cell Processing Services — Overview

Ms. Hostetler said that for CY 2008, CMS proposes to recognize the six CPT codes for bone marrow transplant processing services that currently are grouped under HCPCS code G0267, Bone marrow or peripheral stem cell harvest, modification or treatment to eliminate cell type(s) for depletion services for hematopoietic progenitor cells, and assign them to APC 0110, Transfusion.  In addition, CMS proposes to recognize the CPT codes for stem cell processing services that currently are grouped under HCPCS codes G0265, Cyropreservation, freezing and storage of cells for therapeutic use, and G0266, Thawing and expansion of frozen cells for therapeutic use.  CMS proposes to recognize, instead, CPT codes: 

· CPT code 38207, Transplant preparation of hematopoietic progenitor cells; cryopreservation and storage; 

· CPT code 38208, Transplant preparation of hematopoietic progenitor cells; thawing of previously frozen harvest, without washing; and 

· CPT code 38209, Transplant preparation of hematopoietic progenitor cells; thawing of previously frozen harvest, with washing. 
CMS would assign them to APC 0344, Level IV Pathology.  CMS believes this proposal would allow them to pay appropriately for all of these bone marrow and stem cell processing services and to collect more specific hospital resource data.
Public Presentation

Theresa Wiegmann, J.D., and Kathy Loper of the American Association of Blood Banks (AABB) explained that the steps involved in cryopreserving, thawing, and washing bone marrow and stem cells for transplant are very different and cost significantly more than handling and preparing pathology specimens for microscopic evaluation (Presentation W).  Ms. Wiegmann said that CMS would not have accurate charge and cost data on the CPT codes for bone marrow and stem cell transplant preparation until 2010.  Until then, she recommended that CMS place the codes in APCs that more appropriately reflect the clinical and resource intensity of the procedures. 

· Recommendation:  The Panel recommends that before finalizing the proposal for 2008, CMS reevaluate its decision to place the following CPT codes in APC 0110, Transfusion:

· CPT code 38210, Transplant preparation of hematopoietic progenitor cells; specific cell depletion within harvest, T-cell depletion
· CPT code 38211, Transplant preparation of hematopoietic progenitor cells; tumor cell depletion
· CPT code 38212, Transplant preparation of hematopoietic progenitor cells; red blood cell removal
· CPT code 38213, Transplant preparation of hematopoietic progenitor cells; platelet depletion
· CPT code 38214, Transplant preparation of hematopoietic progenitor cells; plasma (volume) depletion
· CPT code 38215, Transplant preparation of hematopoietic progenitor cells; cell concentration in plasma, mononuclear, or buffy coat layer
· Recommendation:  Panel also recommends that before finalizing the proposal for 2008, CMS reevaluate its decision to place the following CPT codes in APC 0344, Level IV Pathology:

· CPT code 38207, Transplant preparation of hematopoietic progenitor cells, cryopreservation and storage
· CPT code 38208, Transplant preparation of hematopoietic progenitor cells, thawing of previously frozen harvest, without washing
· CPT code 38209, Transplant preparation of hematopoietic progenitor cells, thawing of previously frozen harvest, with washing
Intravenous Immune Globulin (IVIG) Preadministration-Related Services — Overview

LCDR Baldo said that for CY 2008, CMS proposes to move HCPCS code G0332, Services for intravenous infusion of immunoglobulin prior to administration (this service is to be billed in conjunction with administration of immunoglobulin), from APC 1502, New Technology, Level II, to APC 0430, Drug Preadministration-Related Services, where it would be the only service.

Public Presentation

Jay Greissing of the Plasma Protein Therapeutics Association said that because the HCPCS code was introduced in 2006, hospital claims reporting from 2006 may not be accurate (Presentation X).  He asked that HCPCS code G0332 remain in APC 1502 to ensure that hospitals are adequately reimbursed for and beneficiaries continue to have access to the service.  Ernest Anderson, M.D., confirmed Mr. Greissing’s assessment, noting that his hospital did a very poor job of reporting this code in 2006.  The Panel noted that future CMS claims data would be likely to better reflect hospital costs  and generally agreed with CMS' recommendation to move HCPCS code G0332 from APC 1502 to new clinical APC 0430.  The Panel made no recommendation for IVIG preadministration-related services.

New Technologies and Services — Public Presentation

DeChane Dorsey, on behalf of the Advanced Medical Technology Association (AdvaMed), made a number of requests of CMS, including the following (Presentation Y):  provide more detail about the process for moving procedures out of New Technology APCs; implement measures to prevent excessive payment reductions when procedures are moved out of a New Technology APC; maintain PET/CT scans in a New Technology APC; provide transparent information about which devices would be packaged to which APCs for 2008; eliminate the packaging threshold and pay separately for all drugs, biologicals, and radiopharmcaeuticals; continue to develop and apply methodologies to collect more data from multiple claims; continue educating hospitals on accurate coding; and incorporate external data into ratesetting calculations for device- and technology-related services.
Some Panel members agreed that more transparency is needed regarding CMS’ methodology.  Several presenters reiterated their requests to delay the packaging proposals on the basis that the data provided by CMS to the public were not sufficient to assess the impact the proposals would have on hospitals.

DRUGS AND PHARMACY OVERHEAD
Overview
Rebecca Kane, M.S., CMS staff member, explained CMS’ rationale for seeking a mechanism to identify pharmacy overhead.  She noted that in March 2007 the Panel recommended a three-phase process to address OPPS payment for pharmacy overhead costs.  However, she said, CMS believes that more packaging will improve efficiency, and the three-phase process would ultimately lead to unpackaging pharmacy overhead payments under the OPPS.  Instead, CMS proposes packaging payment for pharmacy overhead costs with the related drugs and requiring hospitals to report pharmacy overhead charges separately on an uncoded revenue code line on the claim.  Ms. Kane said this method would allow CMS to collect more accurate data on pharmacy overhead costs for future ratesetting .

Ms. Kane reiterated CMS’ proposal to package payment for diagnostic radiopharmaceuticals.  She added that CMS has requested public comment on the proposal and staff has met with stakeholders on the issue, in accordance with the Panel’s previous recommendation.  

Ms. Kane explained CMS’ decision-making regarding some other previous Panel recommendations.  She said that CMS declined to pay separately for concurrent intravenous infusions, as recommended, because separate payment would not be consistent with the methodology for ratesetting where these costs are already reflected in payment for other services.  She said that CMS agreed with the recommendation to allow hospitals to report all HCPCS codes for drugs and proposed to recognize HCPCS codes for multiple strengths for covered Part B drugs in CY 2008.  Ms. Kane explained that CMS could not revise a specific HCPCS code descriptor, as recommended, because such a change would fall under the purview of the HCPCS National Panel, not the OPPS.  

Public Presentation
Jacqueline Phillips, on behalf of the Federation of American Hospitals, opposed the requirement to report pharmacy overhead charges separately, saying that it would pose a burden on hospitals and would not provide the kind of data CMS is seeking (Presentation Z).  She also said that no hospitals have adequate systems in place to meet the proposed requirement.  Mr. Settlemyer of the PRT  added that Blue Cross billing guidelines in North Carolina prohibit hospitals from appending a pharmacy overhead charge to a claim, so the method proposed by CMS could be disallowed; Denise Williams of Vanguard Healthcare expressed similar concerns.  Ms. Leon-Chisen of the American Hospital Association and Janet Gillespie of Mississippi Hospital echoed the concerns about the burden to hospitals.

Ms. Shah, on behalf of the ADCC, said there is no clear definition of what constitutes pharmacy handling costs (Presentation AA), a problem further elucidated by Christine Pierce of The Resource Group (Presentation DD).  Ms. Shah suggested that CMS use data from all drugs, not just separately payable drugs, to determine the payment for separately payable drugs.  Ms. Shah, Ms. Pierce, and Mr. Anderson, on behalf of the Association of Community Cancer Centers (Presentation BB); Jayson Slotnik of the Biotechnology Industry Organization (Presentation CC); and Ed Stemley of the American Society of Health-System Pharmacists (Presentation EE) all asked CMS to continue to pay for separately payable drugs at a rate of ASP plus six percent.  Mr. Anderson and Ms. Pierce both spoke against requiring hospitals to report pharmacy overhead costs separately.  

Dr. Bazell pointed out that for CY 2007, claims data supported decreasing the payment to ASP plus 4 percent but CMS agreed to hold it at ASP plus 6 percent to maintain stability.  Panel member Patricia Spencer-Cisek, A.P.R.N, pointed out that decreasing the payment rate would make oncology drugs very expensive for hospitals to provide and could pose barriers to access.  She said that the increasing cost of administering oncology drugs in the office setting is driving more patients to hospitals for drug administration.  Panel member Thomas Munger, M.D., suggested that CMS consider a demonstration project with a small number of hospitals to test methods for collecting pharmacy and handling cost data.

Beth Roberts of Hogan and Hartson said her firm represents stakeholders who are trying to find a way to report pharmacy overhead that is not administratively burdensome, but if the proposed rule were to be finalized this fall, it would be “a disaster.” She asked that the proposal be delayed for 1 year.  She added that ASP plus 6 percent represents the minimum payment; it does not adequately account for substantial pharmacy overhead costs.

Mary Jo Braid-Forbes of the Moran Company said her company purchased the CMS public data file and replicated the proposed packaging, simulating the median costs for HCPCS codes with and without expanded packaging to evaluate the effects on payment.  Dr. Bazell said that CMS provided an example from each of the seven categories for which packaging is proposed, but added that it is challenging for CMS to develop and portray all the information in a useful manner that reflects many common clinical scenarios.  Dr. Bazell said that it was clear from the discussion that the public would like more information on the effects of packaging on specific services.

Roger Hunter of GlaxoSmithKline asked that CMS reconsider its proposed approach to payment for BEXXAR® therapy, which would effectively unpackage the components of a therapeutic intervention approved by the U.S. Food and Drug Administration as a single regimen (Presentation FF).  He suggested that CMS create a composite APC for BEXXAR®  treatment or adjust payment rates for the undervalued individual components of the regimen.  

In March 2007, the Panel recommended that HCPCS code A4306, Disposable drug delivery system, flow rate of less than 50 mL per hour, remain packaged for CY 2008 and requested additional data when available.  Roger Massengale of I-Flow Corporation asked CMS to provide updated data.

The Panel made the following recommendations:

· Recommendation:  The Panel recommends that CMS continue to reimburse for separately payable drugs at a rate of the average sales price plus 6 percent for 2008.

· Recommendation:  The Panel recommends that hospitals not be required to separately report charges for pharmacy overhead and handling.  The Panel further recommends that pharmacy overhead and handling costs be recognized within drug charges and be paid through the packaged or separate drug payment (as appropriate based on the drug packaging threshold).

· Recommendation:  The Panel recommends that CMS continue to evaluate alternative methods to standardize the capture of pharmacy overhead costs in a manner that is simple to implement at the organizational level, similar to the three-phase approach recommended by the Panel at its March 2007 APC Panel meeting.

· Recommendation:  The Panel recommends that CMS create a composite APC for BEXXAR® or related therapies and present it for the Panel’s consideration at the next APC Panel meeting.
· Recommendation:  The Panel recommends that CMS provide more data at the next APC Panel meeting on HCPCS code A4306, Disposable drug delivery system, flow rate of less than 50 mL per hour.

Closing

Dr. Hambrick thanked the Panel members for their service and presented a certificate of appreciation to Panel member Sandra Metzler, who will be rotating off the panel along with Panel member Lou Ann Schraffenberger.  She also acknowledged the CMS support staff for their hard work and gave special thanks to Shirl Ackerman-Ross (Designated Federal Officer for the Panel).  Dr. Hambrick also thanked contractors John O’Leary (audio specialist) and Dana Trevas (reporter) for their assistance.  

The meeting adjourned at 4:15 p.m. on Thursday, September 6, 2007.
 Appendix A

[image: image1.png]CENTERS for MEDICARE & MEDICAID SERVICES




Agenda

September 5, 6, and 71, 2007 
Advisory Panel on Ambulatory Payment Classification (APC) Groups’ Meeting

DAY 1 - Wednesday, September 5, 2007
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(NOTE:  The afternoon break will be at the discretion of the Chair.)


Agenda

01:002 
Opening - Day 1

Welcome, Call to Order, and Opening Remarks

Deborah Taylor, Acting Deputy Director, Center for Medicare Management

01:10  Panel Organization and Housekeeping Issues


E.  L.  Hambrick, M.D., J.D., Chair, APC Panel

01:15 
CMS-1392-P:   Medicare Program; Proposed Changes to the Hospital Outpatient 


Prospective Payment System and Calendar Year 2008 Payment Rates, et al, 


Federal Register

1. Overview - Carol Bazell, M.D., M.P.H.


Director, Division of Outpatient Care (DOC)


2. Discussion

3. Panel’s Comments
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01:30
SUBCOMMITTEE REPORTS

1. Packaging Subcommittee’s Report 

a. James V.  Rawson, M.D.  - Chair

b. Discussion

c. Panel’s Comments

2. Observation Subcommittee’s Report 

a. Judie Snipes, R.N., M.B.A., F.A.C.H.E., Chair

b. Discussion

c. Panel’s Comments

3. Data Subcommittee’s Report 

a.
Louis Potters, M.D., F.A.C.R., Chair

b.
Discussion

c. Panel’s Comments

02:00
Data Issues

 
1. Overview - Anita Heygster, CMS Staff

2. Discussion

3. Panel’s Comments

02:15
PACKAGING ISSUES

1. Overview – Tamar Spolter, M.H.S., CMS Staff

– Anita Heygster, CMS Staff

2. Public Presentations and Comment Letters
Proposed Packaging Approach

a.
Gordon Schatz, Consultant, Reimbursement Counsel 
A


Council on Radionuclides & Radiopharmaceuticals, Inc.

b.
Denise Merlino, Coding Advisor
B


Robert Henkin, M.D., SNM Co-Chair, HCPP


Society of Nuclear Medicine (SNM)

c.
Edward A.  Eikman, M.D.
C

Moffitt Cancer Center


d.
Robert Carretta, M.D.  (Comment Letter)
D

Covidien Imaging Solutions


e.
Tamar Thompson, RMA, CCS, CCS-P (Comment Letter)
E

Bracco Diagnostics, Inc.
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Proposed Packaging Approach (continued)

f.
Peter Webner, RT(N), Vice President, Product Management
F

IBA Molecular 

g.
Andrew Whitman, Vice President
G

Medical Imaging & Technology Alliance

h.
Pamela J.  Kassing, Senior Director
H

American College of Radiology


i.
Wendy Smith Fuss, M.P.H., Consultant
I

American Association of Physicists in Medicine


j.
Jo Ellen Slurzberg, Vice President, Reimbursement & Health Policy and 
J 

  
   Chair, Reimbursement Task Force


Medical Device Manufacturers Association


k.
Jugna Shah, Consultant
K



Alliance of Dedicated Cancer Centers (ADCC)


l.
John Settlemyer, M.B.A., MHA, Director, Financial Services
L


Denise Williams, R.N., CPC-H



Jennifer Artigue, R.H.I.T., CCS


Provider Roundtable (PRT)
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W.  Frank Peacock, M.D., FACEP
M

     Vice Chair, Emergency Department, Cleveland Clinic


Sandra Sieck, HealthCare Reform Business Analyst


Raymond Bahr, M.D., President Emeritus


Society of Chest Pain Centers

n.
Trisha Crishock, M.S.W.  (Comment Letter)
N

American Society for Therapeutic Radiology and Oncology

3. Discussion

4. Panel’s Comments/Recommendations

o.
Advanced Hypothermia


1) 
Overview – Tamar Spolter, M.H.S., CMS Staff


2)
John S.  McInnis, M.D., J.D., Attorney, Arnold & Porter LLP
O


Life Recovery Systems

5. Discussion

6. Panel’s Comments/Recommendations

05:30
Adjourn
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08:30
Opening - Day 2


Welcome and Call to Order
 


E.  L.  Hambrick, M.D., Chair, APC Panel

08:45
APC PLACEMENT Issues
 

1. Public Presentations and Comments
a. Implantation of Gastric Neurostimulator Electrodes

1)
Overview – Carrie Bullock, CMS Staff

2)
Michael Wittek, Senior Manager
P

Medtronic, Inc.

3)
Discussion

4)
Panel’s Comments/Recommendations



b.
Cardiac Rehabilitation Services


1)
Overview – Heather Hostetler, J.D., CMS Staff


2)
Kathy Dorale, RHIA, CCS, CCS-P, Director, Health Info.  Mgt.
Q



Avera Health


3)
Valerie A.  Rinkle, M.P.A.  (Comment Letter)
R



PRT


4)
Discussion


5)
Panel’s Comments/Recommendations
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APC PLACEMENT Issues
 

2. Public Presentations and Comments (continued)
c. Continuous Glucose Monitoring
1)
Overview – Alberta Dwivedi, CMS Staff


2)
Patty Curoe, Strategic Reimbursement Manager
S



Medtronic Diabetes


3)
Discussion


4)
Panel’s Comments/Recommendations
d. Stereotactic Radiosurgery
1)
Overview – LCDR Marjorie Baldo, USPHS, M.S., CMS Staff


2)
Linda F.  Winger, President (Comment Letter)
T



CyberKnife® Coalition


3)
Discussion


4)
Panel’s Comments/Recommendations
e.
Skin Repair Procedures


1)
Overview – Heather Hostetler, J.D., CMS Staff


2)
Robert S.  Kirsner, M.D., Ph.D., Nat’l Medical Advancement Board
U



National Healing Corp.


3)
Discussion


4)
Panel’s Comments/Recommendations
f.
Uterine Fibroid Embolization



1)
Overview – Carrie Bullock, CMS Staff


2)
Gerald Niedzwiecki, M.D., President
V



Advanced Imaging & Interventional Institute



Society of Interventional Radiology 


3)
Discussion


4)
Panel’s Comments/Recommendations
g.
Bone Marrow and Stem Cell Processing Services


1)
Overview – Heather Hostetler, J.D., CMS Staff


2)
Theresa Wiegmann, J.D., Director, Public Policy
W



American Association of Blood Banks


3)
Discussion


4)
Panel’s Comments/Recommendations
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APC PLACEMENT Issues
 

2.  Public Presentations and Comments (continued)
h.
Intravenous Immune Globulin (IVIG) Preadministration-Related Services

1)
Overview – LCDR Marjorie Baldo, USPHS, M.S., CMS Staff


2)
Jay Greissing, Director, Federal Affairs
X



Plasma Protein Therapeutics Association


3)
Discussion


4)
Panel’s Comments/Recommendations

i.
New Technologies and Services


1)
DeChane L.  Dorsey, Esq., Assoc.  Vice President
Y



Payment and Health Care Delivery Policy



Advanced Medical Technology Association (AdvaMed)


2)
Discussion


3)
Panel’s Comments/Recommendations

11:15
Break

11:30
DRUGS & PHARMACY OVERHEAD 


1. Overview –  Rebecca Kane, M.S., CMS Staff
2. Public Presentations and Comments
a.
Jacqueline Phillips, Director, Outpatient Regulatory Compliance Support
Z

Hospital Corporation of America
b.
Jugna Shah, Consultant
AA


ADCC

12:00
Lunch

01:00
2.
Public Presentations and Comments (continued)

c. Ernest R.  Anderson, Jr., M.S., R.Ph., Chairman
BB


ACCC OPEN Advisory Board


Association of Community Cancer Centers

d.
John Siracusa, Manager, Medicare Reimbursement and Economic Policy
CC




Biotechnology Industry Organization
e.
Christine Pierce, Partner
DD


The Resource Group

f.
Justine Coffey, J.D., LLM, Director, Regulatory Affairs (Comment Letter)
EE


American Society of Health-System Pharmacists

g.
Roger A.  Hunter, BEXXAR® Therapeutic Regimen
FF


GlaxoSmithKline

h.
Discussion
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02:30
Panel’s Comments/Recommendations 

03:30
Break (Cumulative list of Panel’s recommendations will be compiled.)

04:15
Closing





a.
Summary of the Panel’s Recommendations for 2008



b.
Discussion

c.
Final Remarks

05:00
Adjourn

NOTE:  There will be no meeting on Friday, September 7, 2007, if the business of the Panel concludes today.

  Appendix B
Centers for Medicare & Medicaid Services (CMS)

Advisory Panel on Ambulatory Payment Classification (APC) Groups

Recommendations:   September 5–6, 2007

Panel Subcommittees
1. The Panel recommends that the Observation and Visit, Data, and Packaging Subcommittees continue their work.

Observation

2. The Panel recommends that CMS not finalize the proposal to implement observation packaging for 2008, as it would be detrimental for patients receiving medically necessary services and increase costs.  The Panel requests that CMS provide additional data on observation in order to understand trends and utilization; further, the Panel requests that this data be presented for review at the next meeting, specifically:

· Whether claims reflect misuse or overutilization of observation services

· More distinct frequency and utilization data for the three conditions for which observation services are now separately payable

· Association of observation services with emergency department and clinic visits

· Analysis of the frequency of claims for observation services compared with the inpatient error rate

· Frequency distribution showing length of stay data for observation services

3. If observation services must be packaged, the Panel recommends that CMS create a composite emergency department/clinic and observation APC (or a group of composite APCs) that is only paid when both services are provided.  If the composite APC were paid, neither the clinic nor emergency department visit would be paid separately.  Coding and service requirements currently applicable to separately payable observation would remain the same, with the exception that there would be no clinical condition restriction on payment for the composite APC.  Payment rates for this composite APC would need to be adjusted based on readily available historical data.

4. With the significant changes in packaging proposed for 2008, especially as related to observation, the Panel recommends that CMS evaluate the potential negative impact on beneficiaries.

Recommendations:  September 5–6, 2007 (continued)

Data

5.  The Panel recommends that CMS explore whether hospitals could report a modifier to reflect the amount of a partial credit for a device as a percentage of the amount of the replacement device.  This approach would signify that there was a partial credit and provide data for use in determining the amount of reduction that could be taken in future years.

Packaging

6. The Panel recommends that contrast agents be packaged as proposed in the proposed rule.

7. The Panel recommends that image processing services be packaged as proposed in the proposed rule.

8. The Panel recommends that the packaging of intraoperative testing services be implemented as proposed in the proposed rule and that CMS consider applying “Q” status to CPT code 96020, Neurofunctional testing selection and administration during noninvasive imaging functional brain mapping, with test administered entirely by a physician or psychologist, with review of test results and report.

9. The Panel recommends that image guidance services be packaged as proposed in the proposed rule, except for radiation oncology image guidance procedures.

10. The Panel recommends that CMS delay packaging imaging supervision and interpretation services because of excessive reductions in payment for services that would be paid separately only if they were provided with other minor procedures that are already packaged.  

11. The Panel recommends that CMS work with stakeholders to develop an alternative model for packaging imaging supervision and interpretation services and present it at the next APC meeting.

12. The Panel recommends that CMS set the packaging threshold for diagnostic radiopharmaceuticals at a median cost of $200 per day, and that CMS continue to pay for diagnostic radiopharmaceuticals that cost more than $200 using the current methodology.

13. The Panel recommends that CMS review nuclear medicine procedure claims, identify those associated with a radiopharmaceutical and those not associated with a radiopharmaceutical, and present the findings at the next APC meeting for consideration of whether a claims edit is needed.

Recommendations:  September 5–6, 2007 (continued)

14. The Panel recommends that CMS create a composite APC for BEXXAR® or related therapies and present it for the Panel’s consideration at the next APC Panel meeting.

15. The Panel recommends that CMS provide in the Final Rule crosswalks and information clarifying how newly packaged services map back to primary procedures, e.g., by simulating median costs for HCPCS codes with and without packaging.

APC Placement

Continuous Glucose Monitoring

16. The Panel recommends that CMS retain APC 0421, Prolonged Physiologic Monitoring, with its current composition, including CPT code 95250, Ambulatory continuous glucose monitoring of interstitial fluid via a subcutaneous sensor for up to 72 hours; sensor placement, hook-up, calibration of monitor, patient training, removal of sensor and printout of recording; HCPCS code G0248, Demonstration, at initial use, of home INR monitoring for patient with mechanical heart valve(s) who meets Medicare coverage criteria, under the direction of a physician; includes: demonstrating use and care of the INR monitor, obtaining at least one blood sample, provision of instructions for reporting home INR test results, and documentation of patient ability to perform testing; and HCPCS code G0249, Provision of test materials and equipment for home INR monitoring to patient with mechanical heart valve(s) who meets Medicare coverage criteria; includes provision of materials for use in the home and reporting of test results to physician; per 4 tests.
Implantation of Gastric Neurostimulator Electrodes

17. The Panel recommends that before finalizing the proposal for 2008, CMS reevaluate its decision to place CPT code 43647, Laparoscopy, surgical;  implantation or replacement of gastric neurostimulator electrodes, antrum, a device-dependent code, in APC 0130, Level-I Laparoscopy, which is not device-dependent.
Cardiac Rehabilitation Services

18. The Panel recommends that CMS continue to use the existing CPT codes for cardiac rehabilitation services (CPT code 93797, Physician services for outpatient cardiac rehabilitation; without continuous electrocardiographic [ECG] monitoring [per session], and CPT code 93798, Physician services for outpatient cardiac rehabilitation;, with continuous ECG monitoring [per session]) and not replace them with the proposed HCPCS G-codes GXXX1, Physician services for outpatient cardiac rehabilitation, without continuous ECG monitoring (per hour), and GXXX2, Physician services for outpatient cardiac rehabilitation, with continuous ECG monitoring (per hour).

Recommendations:  September 5–6, 2007 (continued)

Bone Marrow and Stem Cell Processing Services

19. The Panel recommends that before finalizing the proposal for 2008, CMS reevaluate its decision to place the following CPT codes in APC 0110, Transfusion:

· CPT code 38210, Transplant preparation of hematopoietic progenitor cells; specific cell depletion within harvest, T-cell depletion
· CPT code 38211, Transplant preparation of hematopoietic progenitor cells; tumor cell depletion
· CPT code 38212, Transplant preparation of hematopoietic progenitor cells; red blood cell removal
· CPT code 38213, Transplant preparation of hematopoietic progenitor cells; platelet depletion
· CPT code 38214, Transplant preparation of hematopoietic progenitor cells; plasma (volume) depletion
· CPT code 38215, Transplant preparation of hematopoietic progenitor cells; cell concentration in plasma, mononuclear, or buffy coat layer
20. The Panel also recommends that before finalizing the proposal for 2008, CMS reevaluate its decision to place the following CPT codes in APC 0344, Level IV Pathology:

· CPT code 38207, Transplant preparation of hematopoietic progenitor cells, cryopreservation and storage
· CPT code 38208, Transplant preparation of hematopoietic progenitor cells, thawing of previously frozen harvest, without washing
· CPT code 38209, Transplant preparation of hematopoietic progenitor cells, thawing of previously frozen harvest, with washing
Uterine Fibroid Embolization

21. The Panel recommends that CMS consider moving CPT code 37210, Uterine fibroid embolization (UFE, embolization of the uterine arteries to treat uterine fibroids, leiomyomata), percutaneous approach inclusive of vascular access, vessel selection, embolization, and all radiological supervision and interpretation, intraprocedural roadmapping, and image guidance necessary to complete the procedure, to another APC, such as APC 0067, Level III Stereotactic Radiosurgery, or APC 0229, Transcatheter Placement of Intravascular Shunts, to improve the clinical and resource homogeneity of the procedure within the APC.

Drugs and Pharmacy Overhead

22. The Panel recommends that CMS continue to reimburse for separately payable drugs at a rate of the average sales price plus 6 percent for 2008.

Recommendations:  September 5–6, 2007 (continued)

23. The Panel recommends that hospitals not be required to separately report charges for pharmacy overhead and handling.  The Panel further recommends that pharmacy overhead and handling costs be recognized within drug charges and be paid through the packaged or separate drug payment (as appropriate based on the drug packaging threshold).

24. The Panel recommends that CMS continue to evaluate alternative methods to standardize the capture of pharmacy overhead costs in a manner that is simple to implement at the organizational level, similar to the three-phase approach recommended by the Panel at its March 2007 APC Panel meeting.

Miscellaneous

25. The Panel recommends that CMS provide more data at the next APC Panel meeting on HCPCS code A4306, Disposable drug delivery system, flow rate of less than 50 mL per hour.

Appendix C

Presentations
The following organizations provided written testimony for the Advisory Panel on Ambulatory Payment Classification Groups meeting September 5–6, 2007:

Presentation A: 
Council on Radionuclides and Radiopharmaceuticals, Inc.

Presentation B: 
Society of Nuclear Medicine 

Presentation C: 
Moffitt Cancer Center

Presentation D: 
Covidien Imaging Solutions

Presentation E: 
Bracco Diagnostics, Inc.

Presentation F: 
IBA Molecular

Presentation G: 
Medical Imaging and Technology Alliance 

Presentation H: 
American College of Radiology

Presentation I: 
American Association of Physicists in Medicine

Presentation J: 
Medical Device Manufacturers Association 

Presentation K: 
Alliance of Dedicated Cancer Centers 

Presentation L: 
Provider Roundtable

Presentation M: 
Society of Chest Pain Centers

Presentation N: 
American Society for Therapeutic Radiology and Oncology (ASTRO)

Presentation O: 
Life Recovery Systems

Presentation P: 
Medtronic, Inc.

Presentation Q: 
Avera Health

Presentation R: 
Provider Roundtable

Presentation S: 
Medtronic, Inc.

Presentation T: 
CyberKnife Coalition

Presentation U: 
National Healing Corporation

Presentation V: 
Society of Interventional Radiology

Presentation W: 
American Association of Blood Banks
Presentation X: 
Plasma Protein Therapeutics Association

Presentation Y: 
Advanced Medical Technology Association (AdvaMed)

Presentation Z: 
Federation of American Hospitals

Presentation AA: 
Alliance of Dedicated Cancer Centers

Presentation BB: 
Association of Community Cancer Centers 

Presentation CC: 
Biotechnology Industry Organization

Presentation DD:  The Resource Group

Presentation EE: 
American Society of Health-System Pharmacists

Presentation FF: 
GlaxoSmithKline

�These recommendations were made from the Full Panel, not from the subcommittee






