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Appellant at ALJ Level 

Cashflow Solutions 

ALJ Appeal Number 

1-943773510 
Beneficiary (if not the Appellant)   List attached 

 

ALJ Decision Date 

August 10, 2012 
Health Insurance Claim Number (HICN)* 

 

Specific Item(s) OR Service(s) 

E0651 (pneumatic compressor device, 
without calibrated gradient pressure), 
E0667 (full leg appliance)  

Provider, Practitioner OR Supplier 

Cashflow Solutions 
  Part A   Part B  

Basis for referral 

Any Case 

   Error of law material to the outcome of 

the claim  

   Broad policy or procedural issue of 

public interest 

CMS as a Participant 

   Decision not supported by the 

preponderance of evidence 

   Abuse of discretion 

Pre-BIPA 

   Decision not supported by 

substantial evidence 

   Abuse of discretion 

Rationale for Referral:  

Cashflow Solutions (the Appellant), a Durable Medical Equipment Prosthetics and 

Orthotics (DMEPOS) supplier, submitted a claim to Medicare for a pneumatic 

compressor device (PCD) and pneumatic appliances that were provided to a Medicare 

beneficiary on September 30, 2011. The claim was denied initially and on appeal 

because the services did not meet Medicare coverage criteria, specifically because the 

patient had not undergone a four-week trial of conservative therapy prior to furnishing 

the device as required by Local Coverage Determination (LCD) L5017 and National 

Coverage Determination (NCD) 280.6.1 The ALJ reversed the denial, finding that 

although “conservative measures were working for the beneficiary and a decrease in 

edema was measurable and maintainable,” the beneficiary was unable to put the 

compression stockings on by herself so conservative treatments would ultimately fail. 

ALJ decision at 8. In determining coverage and documentation requirements were met, 

the ALJ cited progress and treatment notes of the occupational therapist who treated 

the beneficiary. Id.  

NCD 280.6 and L5017 require a four-week trial of conservative therapy and an 

evaluation and determination by the treating physician's that there has been no 

significant improvement or that significant symptoms remain after the trial. While the 

ALJ acknowledged NCD 280.6 and its content, he allowed coverage despite the 

absence of a four-week trial of conservative therapy and the absence of medical 

documentation from the treating physician that conservative therapy failed and that the 

device was reasonable and necessary for the patient. The ALJ erred as a matter of law 

in allowing coverage of the PCD and related appliances in disregard of NCD 

                                            
1
 NCDs are located in the Medicare National Coverage Determinations Manual (CMS Pub 100-3), online 

at http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Internet-Only-Manuals-IOMs.html.  

http://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Internet-Only-Manuals-IOMs.html
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requirements. NCDs set forth CMS’ national coverage policies with regard to whether 

services are reasonable and necessary under § 1862(a)(1)(A) of the Social Security Act 

(the Act). Pursuant to 42 CFR § 405.1060, NCDs are legally binding on ALJs.  

 

Background:  

The Appellant billed Medicare for a PCD using Healthcare Common Procedure Coding 

System (HCPCS) codes E0651 (pneumatic compressor, segmental home model 

without calibrated gradient pressure) and E0667 (segmental pneumatic appliance for 

use with pneumatic compressor, full leg) furnished on September 30, 2011. The claim 

denied initially because “…this is not deemed a ‘medical necessity’ by the payer.” Exh 8 

at 24. At all levels of appeal, the Appellant argued the documentation submitted 

supports medically necessity of the device. Exh 7 at 21-22, Exh 5 at 15.  

In the December 16, 2011, redetermination decision, CIGNA Government Services 

(CIGNA), the DME Medicare administrative contractor that processed the claim, upheld 

the denials because submitted records did not indicate that the beneficiary’s medical 

condition met a covered diagnosis in LCD L5017. Exh 6 at 18. CIGNA found the 

Appellant liable for the denied charges. Id. at 18-19. 

On March 22, 2012, the QIC issued an unfavorable decision, determining: 

The beneficiary is diagnosed with lymphedema. The Occupational Therapist notes 

improvement at the beginning of the therapy. However, the follow-up notes indicate the 

beneficiary had been non-compliant with the self management as the therapy progressed. 

The patient had not worn compression dressing[s] as recommended. She had stated she 

could not put the lower extremity compression dressings on and did not have a caregiver to 

help. There was no documentation of compliance with exercise and elevation of lower 

extremities. There were no medical records submitted from the prescribing physician to 

obtain a historical picture of the progression of symptoms. The documentation does not 

substantiate the medical necessity for the services.  

Exh 3 at 8. The QIC cited NCD 280.6 and LCD L5017 as authorities for noncoverage. 

Id.  The QIC also held the provider liable for the denied charges. Id. at 9.  

In its request for ALJ hearing, the Appellant argued that “all coverage criteria listed in 

the LCD is met.” Exh 2 at 4. Following telephone hearing on April 4, 2012, the ALJ 

issued a favorable decision in which he acknowledged the QIC’s finding the beneficiary 

had not completed a four-week trial of conservative therapy but reversed the QIC’s 

noncoverage decision. The ALJ explained: 

In the present matter, the information provided indicates the conservative measures were 

working for the beneficiary and a decrease in edema was measurable and maintainable. 

The occupational therapist recommended a compression pump less than one month after 

the beneficiary started the conservative treatment. However, the therapist noted the 

beneficiary required the device at issue because she was physically unable to perform the 
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self-bandaging with the compression stockings and also lacked family assistance in 

completing the task. The edema would increase again without the compression bandages. 

The LCD requires a failure of conservative measures which would clearly be the result after 

therapeutic interventions ceased.  

The undersigned finds that the documentation submitted is sufficient to support a 

determination that the pneumatic compression device and accessories the Appellant 

provided to the Beneficiary on the date of service at issue was medically reasonable and 

necessary.  

ALJ decision at 8.  

 

Applicable Law, Regulation, and Medicare Policy:  

An ALJ is bound by statutes, regulations, NCDs, and the Centers for Medicare and 

Medicaid Services’s (CMS) rulings. 42 C.F.R. §§ 405.1060(a)(4), 405.1063. However, 

an ALJ is not bound by LCDs, LMRPs, or CMS program guidance such as program 

memoranda and manual instructions, “but will give substantial deference to these 

policies if they are applicable to a particular case.” 42 C.F.R. § 405.1062(a). An ALJ 

must explain its reasoning for deviating from applicable LCDs or CMS’s manual 

instructions in a particular case. 42 C.F.R. § 405.1062(b). An ALJ’s “decision must be 

based on evidence offered at the hearing or otherwise admitted into the record.” 42 

C.F.R. § 405.1046(a). 

Medicare will only provide reimbursement for items or services which are medically 

reasonable and necessary for the diagnosis or treatment of illness or injury or to 

improve the functioning of a malformed body member. Section 1862(a)(1)(A) of the 

Social Security Act (the Act). However, payment under the Act is prohibited unless 

information sufficient for determining the amount due is furnished. Section §1833(e).  

The burden rests with the “provider, supplier, or beneficiary, as appropriate, [to] furnish 

to the [contractor] sufficient information to determine whether payment is due and the 

amount of payment.” 42 C.F.R. § 424.5(a)(6).   

An NCD is a determination as to whether Medicare covers a particular item or service 

nationally. 42 C.F.R. § 405.1060(a)(1). NCD 280.6, which governs coverage of PCDs, 

provides:   

Pneumatic compression devices are covered in the home setting for the treatment of 

lymphedema if the patient has undergone a four-week trial of conservative therapy and 

the treating physician determines that there has been no significant improvement or if 

significant symptoms remain after the trial. The trial of conservative therapy must include 

use of an appropriate compression bandage system or compression garment, exercise, 

and elevation of the limb. The garment may be prefabricated or custom-fabricated but 

must provide adequate graduated compression.”  
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The General Coverage Criteria subsection of NCD 280.6 sets forth the following 

conditions for coverage for PCDs: 

Pneumatic compression devices are covered only when prescribed by a physician and 

when they are used with appropriate physician oversight, i.e., physician evaluation of the 

patient’s condition to determine medical necessity of the device, assuring suitable 

instruction in the operation of the machine, a treatment plan defining the pressure to be 

used and the frequency and duration of use, and ongoing monitoring of use and response 

to treatment. 

The determination by the physician of medical necessity must include:   

(1) The patient’s diagnosis and prognosis;  

(2) Symptoms and objective findings, including measurements which establish the 

severity of the condition;  

(3) The reason the device is required, including the treatments which have been tried and 

failed; and  

(4) The clinical response to an initial treatment with the device.  The clinical response 

includes the change in pre-treatment measurements, ability to tolerate the treatment 

session and parameters, and ability of the patient (or caregiver) to apply the device for 

continued use in the home. 

CIGNA’s LCD L5017, Pneumatic Compression Devices, reiterates these coverage 

criteria for PCDs in DME Medicare administrative contractor jurisdiction C.2  

 

Discussion:  

NCD 280.6 states a PCD is covered “in the home setting if the patient has undergone a 

four-week trial of conservative therapy and the treating physician determines that there 

has been no significant improvement or if significant symptoms remain after the trial. 

The trial of conservative therapy must include use of an appropriate compression 

bandage system or compression garment, exercise, and elevation of the limb.” 

The ALJ acknowledged that the beneficiary had not completed a four-week trial of 

conservative therapy but allowed coverage because the beneficiary’s occupational 

therapist opined that such conservative therapy would likely fail. This determination 

contains errors of law material to the outcome of the claim.  

First, NCD 280.6 and LCD L5017 plainly require a four-week trial of conservative 

therapy that includes the use of an appropriate compression bandage system or 

compression garment, exercise, and elevation of the limb. Both the NCD and the LCD 

require documentation that the trial of exercise, elevation of the limb, and compression 

bandages were tried and the outcomes resulting from the trial. Although the patient was 

                                            
2
  Medicare contractor LCDs are available at www.cms.gov/medicare-coverage-database. 

http://www.cms.gov/medicare-coverage-database
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receiving therapy, the occupational therapy plan of care and progress notes in the 

record do not mention leg elevation or implementation of an exercise program. See Exh 

12. The QIC and ALJ both noted compression stockings were tried and further noted 

that the patient was not using the compression stockings at home. There is no 

documentation regarding the results of a four-week trial or demonstration that the four-

week trial was unsuccessful. It is insufficient for the Appellant to argue that a four-week 

trial of conservative therapy would likely be unsuccessful. The NCD and LCD require 

that the patient undergo a four-week trial and that documented results demonstrate the 

trial failed. Furthermore, the patient’s noncompliance with the treatment plan does not 

serve as a basis for waiving the four-week trial requirement. Pursuant to NCD 280.6, the 

ALJ erred as a matter of law in allowing Medicare coverage where the appellant has 

failed to document a four-week trial of conservative therapy and that the trial failed. 

Second, NCD 280.6 and LCD L5017 require that the treating physician evaluate the 

beneficiary's condition for the medical necessity of the device. The evaluation must 

include: 1) the patient's diagnosis and prognosis; 2) symptoms and objective findings, 

including measurements in support of the severity of the condition; 3) the reason for the 

device; and 4) a clinical response to initial treatment with the device. NCD 280.6; LCD 

L5017. In this case, the occupational therapist—not the physician—determined the four-

week trial of conservative therapy would be unsuccessful. NCD 280.6 and LCD L5017 

further require that PCDs be prescribed and used with “appropriate physician oversight.” 

In addition to documentation of a physician's evaluation regarding the medical necessity 

of the device (to include the physician's objective findings and measurements in support 

of the severity of the beneficiary's condition), the physician must provide suitable 

instruction regarding operation of the PCD, a treatment plan defining the pressure to be 

used and the frequency and duration of use, and ongoing monitoring of the beneficiary's 

and response to treatment.  

In this case, the record lacks any medical documentation from the treating physician 

indicating the physician ever saw or evaluated this patient for the service at issue, much 

less that he independently concluded a trial of conservative therapy had failed. The ALJ 

erred as a matter of law in relying on the Appellant’s preprinted forms and the 

occupational therapist’s notes as a basis for finding the claim met coverage and 

documentation requirements of NCD 280.6 and LCD L5017, and in allowing Medicare 

coverage where the record lacks documentation that the treating physician evaluated 

the patient for medical necessity in accordance with NCD 280.6 and LCD L5017. 


