Oregon Health Plan Prioritized List
Services Recommended for Non Coverage
CPT 94669 Mechanical chest wall oscillation to facilitate lung function, per session

The device used with this code can also be represented by HCPCS codes.

Extracts below are from the October, 2016 VbBS meeting materials and minutes. After reviewing the staff recommendation below, the subcommittee voted to recommend that HERC leave 94669 on the Services Recommended for Non-Coverage table. There was no discussion at HERC of this issue.

From 10/6/2016 VbBS minutes:

Discussion: Smits introduced the topic. The staff recommendation was for addition of coverage for patients who fail standard treatments. Hodges raised a concern that the requests for these vests that she is seeing are from patients who are stable. Staff asked whether the proposed guideline would allow her to deny coverage for these patients, as they have not failed standard therapy if they are stable. Hodges felt that this guideline was not strong enough to deny these requests. She is also concerned about how to determine if a patient has failed standard therapy when the patient simply refuses to try or complete a specified therapy. Hodges said she does approve some cases, through the exceptions process, and said that process should be continued rather than adding coverage with a guideline. Wentz said HSD is seeing a lot of exceptions requests and grants them in many cases, but must approve through compassionate use due to the current code placement on the SRNC table. 
[bookmark: _GoBack]There was discussion about whether the therapy was effective. The literature shows that this therapy is as effective as standard therapy, but the level of evidence is weak. Olson asked whether the vulnerability of this population should be considered. Smits reviewed the submitted testimony and reviewed the OHSU CF group letter submitted as written testimony.
Testimony was heard from Jim Murray and Gerrad Amundson, representing RespirTech. These devices are prescribed because patients with chronic disease have tried and failed other devices. This technology is an alternative therapy when some other modality has not had the desired effect. They said Oregon is the only state Medicaid program not currently covering this device. This technology is expensive, but it is a one-time. Murray noted testimony that was sent for review from the CF foundation and providers. He also noted that the alternative is no therapy or ineffective therapy. Amundson testified as to his experience when working as a respiratory therapist. He testified that chest PT is difficult and time consuming, taking 30-40 minutes to be done properly. Caregivers have trouble doing this level of treatment at home. Murray noted that the studies are not robust, but do show equal effectiveness to standard treatment. He noted that high frequency chest oscillation has the advantage of being well tolerated and provides effective home treatment. Murray noted that Respirtech is doing outcomes research, and expects to publish this in the next year. 
There was a request to obtain information on the number of exceptions that are being allowed; Wentz indicated that she could find out for fee-for-service. 
VbBS decided to continue non-coverage and the motion was made and carried to reject the staff recommendation. The CPT and HCPCS codes for this service should remain on the Services Recommended for Non-Coverage Table (note:  because the HCPCS codes A7025, A7026 and E0483 relate to Durable Medical Equipment (DME), coverage is ultimately determined by the health plans).  


From 10/6/2016 meeting materials

Question: Should mechanical chest wall oscillation to facilitate lung function (CPT 94669) be included on the Prioritized List?

Question source: Kim Wentz, MD, HSD medical director; Hill-Rom 

Issue: Chest wall oscillation involves using devices/systems for clearing excess mucus from lung airways (bronchi and bronchioles). It is principally used in the treatment of cystic fibrosis, but is gaining use in the treatment of other diseases, such as bronchiectasis, COPD, cerebral palsy and muscular dystrophy, in which excessive mucus can block airways due to excessive production or impaired clearance.

Chest wall oscillation was a new CPT code for 2014.  This code was reviewed during the CPT code review in late 2013.  At that time, a Cochrane review (Morrison 2011) was reviewed, which did not find good evidence that chest wall oscillation was more or less effective that other treatments (mainly PT). Other major insurers (CMS, Aetna, NHS) were covering this procedure and the initial staff recommendation was for coverage.  The VBBS discussion involved the fact that this modality was no more effective that other treatment modalities; a cost-effectiveness comparison was requested.  That cost comparison was done in January, 2014, and mechanical chest was oscillation was found to be substantially more expensive that other treatments ($37-45/month rental or $1,100 purchase vs one time PT training for caregivers); although comparable to some therapies ($50/mo for flutter device, $39/mo for PEP device).  The VBBS/HERC decision was to add this therapy to the Services Recommended for Non-Coverage List as being less cost effective than equally efficacious therapies. 

Dr. Wentz has requested reconsideration of coverage for mechanical chest wall oscillation due to multiple requests for this service that have been received by HSD.  The cases HSD are seeing are those in which a patient fails other therapy or for whom therapies like home PT are not feasible.  The HSD request is for consideration of chest wall oscillation as a second line therapy.


Evidence--cystic fibrosis
0. Morrison 2014 (update of previous review), Cochrane review of chest oscillation devices for cystic fibrosis (CF)
0. N=35 studies (total of 1050 participants) 
0. One long-term study (seven months) compared oscillatory devices with either conventional physiotherapy or breathing techniques and found statistically significant differences in some lung function parameters in favour of oscillating devices. 
0. One study identified an increase in frequency of exacerbations requiring antibiotics whilst using high frequency chest wall oscillation when compared to positive expiratory pressure. 
0. There were some small but significant changes in secondary outcome variables such as sputum volume or weight, but not wholly in favour of oscillating devices.
0. Authors’ conclusions There was no clear evidence that oscillation was a more or less effective intervention overall than other forms of physiotherapy. The findings from one study showing an increase in frequency of exacerbations requiring antibiotics whilst using an oscillating device compared to positive expiratory pressure may have significant resource implications. More adequately-powered long-term randomised controlled trials are necessary and outcomes measured should include frequency of exacerbations, patient preference, adherence to therapy and general satisfaction with treatment. Increased adherence to therapy may then lead to improvements in other parameters, such as exercise tolerance and respiratory function. Additional evidence is needed to evaluate whether oscillating devices combined with other forms of airway clearance is efficacious in people with cystic fibrosis.
0. Main 2013, Cochrane comparison of PT vs other airway clearance techniques for cystic fibrosis
1. N=15 studies (475 participants)
1. There was insufficient evidence to confirm or exclude any differences, between CCPT and other airway clearance techniques in terms of respiratory function measured by standard lung function tests. Studies undertaken during acute exacerbations demonstrated relatively large gains in respiratory function irrespective of airway clearance technique. Longer-term studies demonstrated smaller improvements or deterioration over time. Ten studies reported individual preferences for technique, with participants tending to favour self-administered techniques. Heterogeneity in the measurement of preference precluded these data from meta-analysis.
1. Authors’ conclusions: This review was unable to demonstrate any advantage of CCPT over other airway clearance techniques in terms of respiratory function, but this may have reflected insufficient evidence rather than real equivalence between methods. There was a trend for participants to prefer self-administered airway clearance techniques. Limitations of this review included a paucity of well-designed, adequately powered, long-term trials.

Evidence--Bronchiectasis
0. Lee 2013, Cochrane comparison of airway clearance techniques for bronchiectasis ) http://onlinelibrary.wiley.com/doi/10.1002/14651858.CD008351.pub2/epdf Study not included due to length)
2. N=5 studies (51 participants)
0. 4 adult, 1 pediatric
0. Looked at a variety of airway clearance techniques, including mechanical chest oscillation
2. Heterogeneity between studies precluded these data from meta-analysis and the review was therefore narrative.
2. One study on 20 adults comparing an airway oscillatory device with no treatment found no significant difference in the number of exacerbations at 12 weeks (low-quality evidence). 
2. No data were available to assess the impact of ACTs on the time to exacerbation, duration of, incidence of hospitalisation or total number of hospitalised days. The same study reported clinically significant improvements in health-related quality of life in both disease-specific and cough-related measures. While based on a small number of participants and the data were skewed, the median difference in the change in total St George’s Respiratory Questionnaire (SGRQ) score over three months in this study was 8.5 units (P value = 0.005 (Wilcoxon), low-quality evidence). 
2. Two studies reported mean increases in volume of sputum expectorated with airway oscillatory devices in the short term of 8.4 mL (95% CI 3.4 to 13.4 mL) and in the long term of 3 mL (P value = 0.02), with no significant effect on lung function. 
2. One study reported an immediate reduction in pulmonary hyperinflation in adults with non-positive expiratory pressure (PEP) ACTs (difference in functional residual capacity (FRC) of 19%, P value < 0.05) and with airway oscillatory devices (difference in FRC of 30%, P value < 0.05) compared to no ACTs. A similar decrease in pulmonary hyperinflation (difference in FRC of 6%) was found in children using an airway oscillatory device for 3months compared to sham therapy. 
2. No studies reported on the effects of gas exchange, people’s symptoms or antibiotic usage.
2. Authors’ conclusions: ACTs appear to be safe for individuals (adults and children) with stable bronchiectasis, where there may be improvements in sputum expectoration, selected measures of lung function and health-related quality of life. The role of these techniques in people with an acute exacerbation of bronchiectasis is unknown. In view of the chronic nature of bronchiectasis, more data are needed to establish the clinical value of ACTs over the short and long term on patient-important outcomes, including symptoms, on physiological outcomes which may clarify the rationale for each technique and on long-term parameters that impact on disease progression in individuals with stable bronchiectasis. This is necessary in order to provide further guidance of specific ACT prescription for people with bronchiectasis. It may also be important to establish the comparative effect of different types of ACTs in people with bronchiectasis.

Evidence—neuromuscular disease
1. Hull 2010, British Thoracic Society guidelines for children with neuromuscular disease  (http://thorax.bmj.com/content/67/Suppl_1/i1.full.pdf+html Study not included due to length)
0. Oscillatory techniques such as high-frequency chest wall oscillation and intrapulmonary percussive ventilation should be considered in children who have difficulty mobilising secretions or who have persistent atelectasis, despite use of other airway clearance techniques. [D]
1. Lechtzin 2016, Impact of High-Frequency Chest Wall Oscillation on Healthcare Use in Patients with Neuromuscular Diseases
1. Cohort study of claims data, patients with a variety of neuromuscular disease
1. N=426 patients
1. Total medical costs per member per month decreased by $1,949 (18.6%) after initiation of HFCWO (P = 0.002). Inpatient admission costs decreased by $2,392 (41.7%) (P = 0.001), and pneumonia costs decreased by $514 (18.1%) (P = 0.015). 
1. Conclusions: Total medical costs, hospitalizations, and pneumonia claims were less after than before initiation of HFCWO in a broad group of patients with neuromuscular disease. Subject to the limitations that administrative data did not capture how HFCWO was used and that HFCWO may be a marker of generally better care, our findings lend support to the routine use of this intervention in the care of patients with neuromuscular diseases.




Other policies
1. United Health Care 2015
1. High-frequency chest wall compression (HFCWC), as a form of chest physical therapy, is proven and medically necessary for treating or preventing pulmonary complications of the following conditions: 
7. Cystic fibrosis (CF) 
7. Bronchiectasis 
1. High-frequency chest wall compression (HFCWC), as a form of chest physical therapy, is unproven and not medically necessary for diagnoses other than cystic fibrosis and bronchiectasis, including, but not limited to respiratory symptoms attributed to neuromuscular disorders when they compromise respiration, such as amyotrophic lateral sclerosis (ALS), cerebral palsy, familial dysautonomia, muscular dystrophy or quadriplegia. 
1. Aetna 2016
0. Aetna considers high-frequency chest compression systems (e.g., the Frequencer, the SmartVest, the MedPulse Respiratory Vest System, the Vest Airway Clearance System, the ABI Vest, Respin11 Bronchial Clearance System, and the InCourage Vest/System) medically necessary in lieu of chest physiotherapy for the following indications, where there is a well documented failure of standard treatments to adequately mobilize retained secretions:
0. Bronchiectasis, confirmed by CT scan, characterized by daily productive cough for at least 6 continuous months or by frequent (i.e., more than 2 times/year) exacerbations requiring antibiotic therapy; or
0. Cystic fibrosis or immotile cilia syndrome; or
0. The member has one of the following neuromuscular disease diagnoses:
2. Acid maltase deficiency
2. Anterior horn cell diseases, including amyotrophic lateral sclerosis
2. Hereditary muscular dystrophy
2. Multiple sclerosis
2. Myotonic disorders
2. Other myopathies
2. Paralysis of the diaphragm
2. Post-polio
2. Quadriplegia regardless of underlying etiology. 
0. Lung transplant recipients, within the first 6 months post-operatively, who are unable to tolerate standard chest physiotherapy.
0. Aetna considers high-frequency chest compression systems experimental and investigational for other indications (e.g., alpha 1-antitrypsin deficiency, childhood atelectasis, cerebral palsy, coma, kyphosis, leukodystrophy, scoliosis, and stiff-person (stiff-man) syndrome; not an all-inclusive list) because their effectiveness for these indications has not been established.
1. CMS 2013
0. There is a diagnosis of cystic fibrosis (ICD-9 277.00, 277.02).
0. There is a diagnosis of bronchiectasis (ICD-9 011.50-011.56, 494.0, 494.1, 748.61) which has been confirmed by a high resolution, spiral, or standard CT scan and which is characterized by:
1. Daily productive cough for at least 6 continuous months; or
1. Frequent (i.e., more than 2/year) exacerbations requiring antibiotic therapy.
1. Chronic bronchitis and chronic obstructive pulmonary disease (COPD) in the absence of a confirmed diagnosis of bronchiectasis do not meet this criterion.
0. The beneficiary has one of the following neuromuscular disease diagnoses:
Post-polio (138)
Acid maltase deficiency (277.6)
Anterior horn cell diseases (335.0-335.9)
Multiple sclerosis (340)
Quadriplegia (344.00-344.09)
Hereditary muscular dystrophy (359.0, 359.1)
Myotonic disorders (359.21-359.29)
Other myopathies (359.4, 359.5, 359.6, 359.89)
Paralysis of the diaphragm (519.4) 
0. There must be well-documented failure of standard treatments to adequately mobilize retained secretions.




HERC staff summary
There is weak evidence that high frequency chest wall oscillation devices are equally efficacious to other forms of chest wall therapy for cystic fibrosis and bronchiectasis.  There is economic data and expert recommendations supporting the use of high frequency chest wall oscillation for neuromuscular diseases.

Last reviewed at VbBS in January, 2014. Material below is extracted from the October, 2013 and January, 2014 VbBS meeting minutes. Minutes indicate that the staff recommendation was accepted after staff said that other equipment of equal efficacy would be provided to this population.

From October, 2013 VbBS meeting materials:
Mechanical chest wall oscillation to facilitate lung function (CPT 94669)
1) Definition: Chest wall oscillation involves using devices/systems for clearing excess mucus from lung airways (bronchi and bronchioles). It is principally used in the treatment of cystic fibrosis, but is gaining use in the treatment of other diseases, such as bronchiectasis, COPD, cerebral palsy and muscular dystrophy, in which excessive mucus can block airways due to excessive production or impaired clearance.
2) Current Prioritized List:
a. E0483 High frequency chest wall oscillation air-pulse generator system—Ancillary
b. 99467-99468 (Manipulation chest wall, such as cupping, percussing, and vibration to facilitate lung function) are on lines 11, 14, 65, 78, 213, 233, 236, 248, 306, 490.
3) Literature
a. Morrison 2011, Cochrane review of chest oscillation devices for cystic fibrosis (CF)
i. N=34 studies (total of 859 participants) 
ii. One long-term study (seven months) compared oscillatory devices with either conventional physiotherapy or breathing techniques and found statistically significant differences in some lung function parameters in favour of oscillating devices. 
iii. Authors’ conclusions There was no clear evidence that oscillation was a more or less effective intervention overall than other forms of physiotherapy. More adequately-powered long-term randomised controlled trials are necessary.
b. Dosman 2005, review of chest oscillation
i. Conclusions: current opinion suggests that high frequency chest oscillation (HFCC) increases mucolysis, mucus transport, and pulmonary function in patietns with cystic fibrosis, while improving their quality of life.  It appears to be an adequate alternative to other mucus clearance modalities.  HFCC is now also being used to enhance mucus clearance in children with developmental disorders incovling neuromuscular dysfunction.
c. British Thoracic Society 2013, guideline for treatment of children with neuromuscular weakness
i. Oscillatory techniques such as high-frequency chest wall oscillation and intrapulmonary percussive ventilation should be considered in children who have difficulty mobilising secretions or who have persistent atelectasis, despite use of other airway clearance techniques. [level of Evidence D]
4) Other policies
a. CMS 2013
i. High frequency chest wall oscillation devices (HFCWO) (E0483) are covered for beneficiaries who meet one of criterion 1, 2 or 3 AND criterion 4
1. There is a diagnosis of cystic fibrosis (ICD-9 277.00, 277.02).
2. There is a diagnosis of bronchiectasis (ICD-9 011.50-011.56, 494.0, 494.1, 748.61) which has been confirmed by a high resolution, spiral, or standard CT scan and which is characterized by:
a. Daily productive cough for at least 6 continuous months; or
b. Frequent (i.e., more than 2/year) exacerbations requiring antibiotic therapy.
c. Chronic bronchitis and chronic obstructive pulmonary disease (COPD) in the absence of a confirmed diagnosis of bronchiectasis do not meet this criterion.
3. The beneficiary has one of the following neuromuscular disease diagnoses:
Post-polio (138)
Acid maltase deficiency (277.6)
Anterior horn cell diseases (335.0-335.9)
Multiple sclerosis (340)
Quadriplegia (344.00-344.09)
Hereditary muscular dystrophy (359.0, 359.1)
Myotonic disorders (359.21-359.29)
Other myopathies (359.4, 359.5, 359.6, 359.89)
Paralysis of the diaphragm (519.4) 
4. There must be well-documented failure of standard treatments to adequately mobilize retained secretions.
b. Aetna 2013
i. Aetna considers high-frequency chest compression systems (e.g., the Frequencer, the SmartVest, the MedPulse Respiratory Vest System, the Vest Airway Clearance System, the ABI Vest, Respin11 Bronchial Clearance System, and the InCourage Vest/System) medically necessary in lieu of chest physiotherapy for the following indications, where there is a documented failure of standard treatments to adequately mobilize retained secretions:
1. Bronchiectasis, confirmed by CT scan, characterized by daily productive cough for at least 6 continuous months or by frequent (i.e., more than 2 times/year) exacerbations requiring antibiotic therapy; or
2. Cystic fibrosis; or
3. The member has one of the following neuromuscular disease diagnoses:
a. Acid maltase deficiency
b. Anterior horn cell diseases
c. Hereditary muscular dystrophy
d. Multiple sclerosis
e. Myotonic disorders
f. Other myopathies
g. Paralysis of the diaphragm
h. Post-polio
i. Quadriplegia. 
4. Lung transplant recipients, within the first 6 months post-operatively, who are unable to tolerate standard chest physiotherapy.
ii. Aetna considers high-frequency chest compression systems experimental and investigational for other indications (e.g., alpha 1-antitrypsin deficiency, cerebral palsy, coma, kyphosis, leukodystrophy, scoliosis, and stiff-person (stiff-man) syndrome; not an all inclusive list) because their effectiveness for these indications has not been established.
5) Recommendation: add high frequency chest oscillation (CPT 94669)to the following lines:
a. 26 CYSTIC FIBROSIS 
b. 65 BRONCHIECTASIS
c. 78 NEUROLOGICAL DYSFUNCTION IN BREATHING, EATING, SWALLOWING, BOWEL, OR BLADDER CONTROL CAUSED BY CHRONIC CONDITIONS; ATTENTION TO OSTOMIES

From January, 2014 meeting materials:
1) 94669 (Mechanical chest wall oscillation)
a. The VBBS requested cost comparison information between this therapy and similar therapies for cystic fibrosis and similar conditions, as this therapy was found to be equally efficacious to other therapies, but not better.  
b. HCPCS A7025, A7026, and E0483 were previously used to code the DME for device
c. 2012 MED report on oscillating devices for children with CF
i. Purchase cost of system ranged from $8,000-11,000
ii. Monthly rental costs ranged from $30-$1100 
iii. HCPCS E0483
d. Medicare fee schedule (2013)
i. E0483: $1151.07/month rental
ii. A7025: $470.92 (purchase)
iii. A7026: $31.13 (purchase)
e. DMAP reimbursement
i. E0483 is excluded as less cost effective than other therapies
ii. Chest respiratory therapy (CPT 94667-94668): $25.48
f. From Trillium Health Plans:
i. The comparable “standard treatments”
1. Mechanical Percussor (E0480); electric or pneumatic, home model
a. DMAP - $37. 20 (rental per month), $371.97 (purchase)
b. Medicare - $45.50 (rental only; per month)
2. Flutter device (S1815, E1399); hand held, portable 
a. No DMAP or Medicare pricing; average cost per web search; $50.00
3. Positive Expiratory Pressure (PEP) device (E0484); mask/mouthpiece with valve, hand held 
a. Medicare pricing; $39.98 (purchase) 
4. Chest PT is expected to be delivered by the member’s caregiver and is associated with one-time training cost only
g. HERC staff recommendation
i. Place 94669 on the Excluded List
1. Equally efficacious but much more expensive that comparable therapies.
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