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September 28, 2005

The Honorable Mark McClellan

Administrator

Centers for Medicare and Medicaid Services

Department of Health and Human Services

Room 445-G, Hubert H. Humphrey Building

200 Independence Avenue, SW

Washington, DC  20201

RE:  CMS-1502-P – Revisions to Payment Policies under the Physician Fee Schedule for Calendar Year 2006 


Dear Dr. McClellan:

On behalf of the American Association for Respiratory Care (AARC), I am pleased to submit comments on the proposed rule published in the Federal Register on August 8, 2005, to revise payment policies under the Physician Fee Schedule for Calendar Year (CY) 2006.  The AARC is the national professional association representing over 37,000 respiratory therapists who treat high-risk patients with chronic conditions such as asthma and chronic obstructive pulmonary disease (COPD), including emphysema and chronic bronchitis.  Our comments are outlined below.

“Inhalation Drugs and Dispensing Fees”

Metered-Dose Inhalers (MDIs) and Dry Powder Inhalers (DPIs)

· CMS must recognize the importance of patient education and training in the effective use of Metered-Dose Inhalers (MDIs) and Dry Powder Inhalers (DPIs) in managing the costs of aerosol drug therapies as part of the new Medicare Part D coverage.

When the new Medicare Part D benefit becomes effective January 1, 2006, coverage will be available for the first time for both inhalation drugs administered via nebulizers, as well as aerosol drug therapies such as Metered-Dose Inhalers (MDIs) and Dry Powder Inhalers (DPIs).  CMS expects both drug delivery systems will play an important role in the Medicare program for years to come.  The AARC is concerned, however, that too much focus on the appropriate dispensing fee for inhalation drugs could ignore critical patient training and assessment components essential to effective aerosol therapy once MDIs and DPIs are covered by Medicare.  

The importance of patient education and training was recognized as a cost effective measure in treating patients with diabetes when Section 4105 of the Balanced Budget Act of 1997 required Medicare to cover diabetes self-management training services (DSMT) furnished by a certified provider who met certain quality standards. The Act also included coverage of follow-up training under the DSMT program subsequent to the initial training after a certain time period.  While we recognize that patient education and training in this instance is not the same as the DSMT program established for diabetics, the AARC believes a compelling argument can be made that patient education and training is equally important in the proper use of MDIs and DPIs and that an analogy can be drawn between the two.
Metered-dose inhalers (MDIs) are the most common devices worldwide for therapeutic aerosol delivery and are the most common form of medication next to the pill or tablet.
  However, it is important for CMS to realize that a prescription for MDI/DPI use is not as simple as a prescription for a pill or tablet.

Unlike most forms of drug therapy, the success of aerosol therapy requires that the patient master a complex technique to inhale the drug deeply into the airways.  Misuse of an MDI/DPI can severely compromise a patient’s health and physical condition.  Not only can a lack of instruction or even poor instruction compromise the patient’s health, but also improperly administered MDIs/DPIs can waste medication, which can prove costly to the Medicare program.  

Since elderly Medicare patients may have cognitive or physical constraints that may limit their ability to properly use the MDI/DPI, special training or education and follow-up in a physician’s office, clinic, or other outpatient setting is essential to ensure that the patient is using the MDI/DPI properly. 

The importance of patient education cannot be stressed enough given the warning issued by the Food and Drug Administration (FDA) in April 2005 about the incorrect use and inadvertent oral administration of two asthma drugs, Foradil Aerolizer and Spiriva HandiHaler.  These two drugs are capsules that resemble those typically taken orally, although they are to be administered only via an inhaler.  The packages, supplied in unit dose form, did not prominently display “NOT FOR ORAL USE” and the FDA received as many as 30 cases concerning the inadvertent oral administration of these drugs.  While most cases did not result in adverse events, one case report described difficulty breathing after injecting the drug orally, and another indicated hospitalization was necessary due to a chronic obstructive pulmonary disease exacerbation.  The FDA is working with the manufacturers on labeling and packaging changes to minimize misuse, but the FDA has also issued suggestions that healthcare providers who administer and dispense these drugs should be counseled on the potential for confusion with oral products, and that patients should also be counseled about the potential confusion and ways to avoid it.   

· Effective techniques differ between MDIs and DPIs
The techniques used to administer MDIs and DPIs effectively differ between the two types of devices.  An MDI is most effective when it is shaken before use and the patient uses a slow inspiratory flow rate for expiratory reserve volume, a breath hold, and a spacing device.
  If an MDI is not used for more than a week, the inhaler should be primed before use to ensure that the dosing chamber is full.
  

To administer a DPI, the patient must first activate the device to load the dose of medication.  In order to prevent losing the medication, the DPI should be held level and the patient should not exhale into the device.
  A spacing device is not required because there is no need for coordination between actuation and inhalation.  The patient then rapidly inhales.  DPIs rely on the inspiratory flow rate to disperse the powder.  A faster rate will generate an aerosol with finer particles, resulting in improved lung deposition.
  

Patients need to know (and be able to demonstrate) the proper use of each MDI and DPI prescribed.
  While MDIs and DPIs are simple to operate, each has technical limitations that can limit effectiveness.  Fink et al.,
 note that common problems with MDIs include improperly coordinating actuation with the beginning of inspiration thereby reducing the amount of medication inhaled; the occurrence of actuation near end-inspiration can reduce the inhaled dose, failure to shake prior to the first actuation after a period of hours or days may increase dose variability and consistency across the life of the MDI, and reducing the canister temperature to below 15(C substantially reduces the emitted dose.  

The Fink et al.
 study also identifies some common problems associated with DPI use.  For example, when using a DPI, the patient’s inspiratory effort is key to the mechanical energy that releases the drug from the inhaler.  Failure to produce the minimum inspiratory flow for a specific DPI substantially reduces the inhaled dose, as does exhalation into a DPI.  Also, shaking a DPI can shake the dose out of the inhalation flow path, drastically reducing the inhaled dose.  Failure to keep the flow path open eliminates the ability to inhale through the device.
  

· Clinical studies and scientific literature focus on common errors in MDI/DPI use and stress the importance of patient education and training in proper techniques to obtain optimal drug delivery. 
There are numerous clinical studies and scientific literature that stress the importance of patient education in learning the proper techniques of MDIs/DPIs.  Good patient instruction can take between 10-30 minutes and should include demonstration, practice, and confirmation of patient performance.
  It has been shown that repeated instruction improves performance
 and follow-up instruction is a necessary element to ensure that patients continue to practice proper techniques.  Although previous studies suggested that verbal instruction is insufficient and mechanical aids may be necessary, a controlled, randomized trial of two instruction methods conducted by De Blaquiere, et al, indicated that verbal instruction alone is as effective as verbal instruction supplemented with a visual aid in teaching the correct use of MDIs.
  

In a study of 101 elderly patients,
 it was noted that common errors in using MDIs included:

· Not starting inhalation from functional residual capacity

· Not activating inhaler at the start of inspiration

· Not inhaling slowly

· Not holding breath after inhalation

· Actuating canister twice during same inhalation

The study reported that of the 101 elderly patients, 45% actuated the MDI after the end of inspiration, and 41% had breath-hold less than 5 seconds.  Also, 30% had too rapid an inspiration, and 25% actuated the canister before inspiration.

In another smaller study, observation of 12 elderly patients with poor MDI technique revealed that 100% made no attempt at breath-hold, and 58% did not continue inhalation after actuation of the canister.
    

Important factors to be considered in the proper use of MDIs was outlined in a June 2000 Consensus Statement on Aerosols and Delivery Devices.

“Patient and health care worker education on proper use of delivery systems is important. Aerosol therapy should not be initiated without instructing the patient in the proper use of the device, proper handling, cleaning/disinfection, the expected effects and potential adverse effects of the drug, and the importance of patient adherence to a therapeutic regimen.  Pressurized Metered-Dose Inhaler (pMDI) efficacy is particularly user-dependent and thus these educational issues are particularly important with these devices (Table 2). Because patient education is so critical to achieving the goals of aerosol therapy, it should be properly reimbursed.” 

	Table 2. Factors Important in Patient Instruction in the Use of pMDIs

	pMDI issues
	Shaking canister 
Priming new or infrequently used inhaler 
Removal of cap before treatment 
Holding canister upright 
Assessing when inhaler is empty

	Holding chamber issues
	Preparation of device (remove cap, attach inhaler) 
Single actuation into chamber 
Priming/cleaning issues 
Immediate inhalation after loading device

	Patient issues
	Breathing pattern (inspiratory flow, breath- hold) 
Time between each actuation 
Use only as prescribed

	pMDI = pressurized metered-dose inhaler


· Health care professionals providing patient training and education in the use of nebulizers, MDIs and DPIs must be qualified by virtue of their education, training and competency testing.

The AARC believes that individuals permitted to provide patient training and education in the use of nebulizers, MDIs and DPIs must be qualified by virtue of their education, training and competency testing.  Without properly trained personnel to correctly train patients, Medicare will continue to experience larger expenditures for pulmonary patients because of higher consumption of health resources than is necessary.  

Lack of proper techniques by health care professionals as well as patients has also been well documented.  Kelling et al
 showed that only 40 percent of physicians correctly performed four or more of seven steps comprising a recommended inhalation maneuver.  However, it is often not the physician who instructs the patient, but respiratory therapists and nurses who are involved in inpatient and outpatient education programs. 

Guidry, et al
 conducted a study designed to compare the knowledge of MDI use among hospital personnel involved in treating and educating patients with obstructive airways disease.  Of the findings, 95 percent of the respiratory therapists performed at least four of seven steps correctly, compared with 65 percent of house staff physicians, 57 percent of nurses, and 50 percent of non-pulmonary faculty.  Most participants followed package insert instructions, while only 18 percent followed recent recommendations for proper MDI use.  The study concluded that 1) medical personnel should have additional instructions in proper MDI usage, and 2) respiratory therapists and nurses can play a prominent role in instructing patients in their proper use.  Because of the time required for initial instruction and repeated reinforcement, it is likely that personnel other than physicians often instruct patients in the outpatient setting.
  The Guidry, et al
 study found that “respiratory therapists and nurses are at least as qualified as physicians to perform the important task of patient education in proper MDI use.”

The Consensus Statement on Aerosols and Delivery Devices
 also noted that, “The available evidence suggests that respiratory therapists can provide value in this area [patient education].  Respiratory therapists can also implement protocols to increase the conversion of nebulizers to pMDI and DPI delivery systems and to reduce the misallocation of aerosol therapy.”  

It is certainly desirable for health care professionals to invest in the time and expense to acquire the knowledge and skills necessary to evaluate the patient, determine the therapy modality, and select the most effective drug delivery system.  According to published, peer-reviewed scientific evidence, however, this has not happened to the extent that all patients requiring aerosol therapy have access to appropriate training in order to gain optimum benefit from these drugs.

Respiratory therapists are trained to assess the patient’s condition.  In addition to a defined scope of practice, respiratory therapists utilize clinical protocols or practice guidelines that improve the quality of care and significantly reduce the misallocation of respiratory therapy services. 

The AARC’s Clinical Practice Guidelines for Selection of Aerosol Delivery Devices include the following requirements for appropriate personnel:

10.2

Personnel;

10.2.1 Knowledge and skills at several levels are required to fully utilize and apply these devices;



10.2.1.1.
Level II personnel provide initial assessments and care of the unstable patient;

102.1.1.1.
Utilizing proper technique for administration of MDI, accessory device, dry power inhaler, SVN, LVN, USN; and SVN via IPPB;

102.1.1.2 Practicing proper use, maintenance, and cleaning of equipment

102.1.1.3 Encouraging effective breathing patterns and coughing techniques;

102.1.1.4 Modifying technique in response to adverse reactions;

102.1.1.5 Modifying dosages and/or frequency as prescribed in response to severity of symptoms;

102.1.1.6 Assessing patient condition and response to therapy;

102.1.1.7 Performing auscultation and inspection and taking vital signs;

102.1.1.8 Performing peak expiratory flow rate, spirometry, or ventilatory mechanics;

102.1.1.9 Recognizing and responding to therapeutic and adverse responses and complications of medication and/or procedure;

102.1.1.10 Understanding and complying with Universal Precautions.

Effective techniques are critical to the proper use of aerosol drug therapies.  The AARC would be glad to work with CMS to develop proper training protocols for educating patients in correct MDI and DPI use.

· The AARC recommends that CMS include, as a separate payment, an education component paid to the physician when Metered Dose Inhalers (MDIs) and Dry Powdered Inhalers (DPIs) are prescribed.
The AARC recommends that CMS include, as a separate payment, an education component paid to the physician when MDIs and DPIs are prescribed.  Educating patients on the proper use of these devices and the precautions required for the various medications used in them are essential to insure the efficacy of the therapy and the safety of the patient.  The clinicians’ role in patient education extends beyond device selection to include teaching with demonstration and evaluation of patient’s return demonstration, to following patient’s skill at subsequent visits.
   

The AARC believes there are two billing alternatives for the education and training of the patient service.  A separate HCPCS code (in the “G” series) defining the education and training of the patient for the use of a MDI or DPI would be one alternative.  This code could be defined with the time generally spent with the typical patient in education and training.  A second alternative, and one that would be the easiest to implement, would be to suggest the use of an evaluation and management code representing the time spent on education and training for the typical patient. 

Given the range of time it takes for proper instruction as indicated elsewhere in our comments, the AARC believes an evaluation and management code 99213, which physicians typically spend 15 minutes on face-to-face contact with the patient and/or family, would be an appropriate code for physicians to bill their services when prescribing MDIs and DPIs.  Since repeated follow-up is necessary to insure continued proper use of these medications, we believe the evaluation and management code 99211 would be appropriate for follow-up visits, where the presence of a physician may not be required and the time spent performing or supervising the services is typically 5 minutes.

Patients trained and educated on the correct treatment regimen using the appropriate drug delivery system with the correct technique can improve the cost effectiveness of aerosol and inhalation drug therapies overall.  A reasonable education fee will reduce costs in the long run if family practice physicians are able to utilize the expertise of respiratory therapists to assist in the evaluation and training of their patients.  

Dispensing Fee 

· The AARC recommends that CMS set the CY 2006 monthly dispensing fee amount for inhalation drug therapy services at $68.10, adjusted for inflation.

In its proposed rule, CMS is seeking comments on the costs and services that fall appropriately within the scope of providing inhalation drug therapy services to Medicare beneficiaries in order to establish a dispensing fee amount for CY 2006.  CMS notes that the new amount is likely to be less than the current $57 per month transitional fee in CY 2005.  This presumed reduction is based in part on a study provided by GAO that reported a wide range of services and costs provided by inhalation drug suppliers and two retail pharmacies that indicated a fee of $25 was adequate to cover costs.  

The AARC opposes any reduction to the respiratory medication dispending fee.  As stated in previous AARC comments on Medicare respiratory drug payments, there are numerous costs associated with the dispensing and management of Medicare patients receiving respiratory medications from Part B pharmacy providers.  Common operational expenses include but are not limited to pharmacy general and administrative costs, dispensing, patient-management, compounding and delivery.  Despite the drastic reduction in drug payment, the cost of doing business has at best remained the same, but most likely has increased with inflation.  Without an appropriate dispensing fee, the current ASP payment methodology falls dramatically short of covering the cost of dispensing and managing Medicare patients.

The AARC is not unaware that physicians may have been inclined to prescribe inhalation drugs for their patients via the nebulizer rather than an MDI, because respiratory therapy drugs delivered via a nebulizer were covered and MDIs were not.  Because there are unspecified numbers of pulmonary patients who cannot adequately use an MDI, or are too ill to do so, there are sound clinical reasons for Medicare to continue covering adequately the use of the nebulizer.  Elderly patients may have physical conditions, such as arthritis, or peripheral neuropathy as a result of diabetes, or a B12 deficiency that would preclude them using an MDI.  

As we stated in our comments last year, the use of nebulizers is medically necessary in a significant number of Medicare patients for many reasons including:

· Frailty

· Arthritis

· Sight impairment

· Compromised mental capacity

· Exacerbation of a chronic condition such as Chronic Obstructive Pulmonary Disease (COPD)

· Inability to understand how to effectively use MDIs

· Inadequate hand/breath coordination

· Inadequate inspiratory force and volume

While inhalation therapy patients may use MDIs at the outset of their treatment during mild stages of COPD, most available studies conclude that patients whose conditions worsen over time do not receive the symptomatic relief from MDIs that is provided through nebulized medications.  Further, current clinical practice and previous Medicare policy require physicians to attest to the medical necessity for a nebulizer versus an MDI.

We cannot emphasize strongly enough that an adequate dispensing fee is critical so that physicians will not feel pressured to prescribe an MDI when a nebulizer is clinically more appropriate.  The AARC believes this situation could happen if homecare pharmacies drop out of the inhalation drug business because the dispensing fee has been cut so significantly that they will no longer be able to sustain that end of the business.

The 2004 study conducted for the American Association of Homecare (AAH) on “The Costs of Delivering Inhalation Drug Services to Medicare Beneficiaries,”
 upon which CMS based it current dispensing fee amount, emphasized that the 2005 Medicare reimbursement formula based on average sale price (ASP) would under-reimburse the actual cost of providing two common respiratory medications by $68.10 per monthly supply.  The study surveyed 109 pharmacies in the homecare pharmacy industry and involved inhalation drug therapy services to 337,348 Medicare beneficiaries per month, who were estimated to be 61 percent of all Medicare inhalation drug therapy patients in the first quarter of 2004.  This study is the most comprehensive study to date of the types of services and associated costs that are required to treat Medicare beneficiaries who require nebulizer medications and is representative of the standard of care in home inhalation therapy today.   

GAO surveyed 12 inhalation therapy companies, which CMS notes represents 42 percent of the market.  While the results may indicate a variation in costs, a number of pharmacies estimated that costs could exceed $100 per month.  Last, the amount of time it takes a homecare pharmacy each month to support Medicare beneficiaries on inhalation drug therapy in their homes is vastly different that the services provided by a typical retail pharmacy.  For CMS to compare retail pharmacies’ costs and services to those provided by homecare pharmacies lacks a full understanding of the current community standard and should not be the basis to lower the dispensing fee amount for CY 2006.

To date, no new studies have been published regarding medication dispensing fees, nor has any new financial data been presented that would displace the findings presented by the AAH study.  Reducing the fee in the absence of data seems arbitrary and inappropriate at this time.  Therefore, the AARC recommends that CMS continue to use the AAH findings as the standard of care and establish a monthly CY 2006 dispensing fee amount of $68.10, adjusted for inflation.

The AARC appreciates the opportunity to comment on CMS’ revisions to the Physician’s Fee Schedule for CY 2006.  If we can provide additional information or assistance, please contact Cheryl West, Director of State Government Affairs at 972-243-2272, or at west@aarc.org.
Sincerely,

John D. Hiser, MEd, RRT, FAARC

President
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