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1-857871118 
Beneficiary (if not the Appellant)   List attached 

 

ALJ Decision Date 

June 5, 2012 
Health Insurance Claim Number (HICN)* 

 

Specific Item(s) OR Service(s) 

A6010 (collagen based wound filler, dry 
form, sterile, per gram)  

Provider, Practitioner OR Supplier 

Comprehensive Decubitus Therapy, Inc. 
  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:  

Comprehensive Decubitus Therapy, Inc. (Appellant), a durable medical equipment, 

prosthetics, orthotics and supplies (DMEPOS) supplier, furnished a monthly supply of 

400 units of Stimulen, a collagen wound filler for two wounds to a Medicare beneficiary 

on February 21, 2011. The form of Stimulen used is furnished as a powder that is 

sprinkled onto the wound. Noridian Administrative Services (NAS), the DMEPOS 

Medicare administrative contractor (MAC) in the Appellant’s jurisdiction, denied the 

claim initially because the amount of wound filler billed exceeds Medicare’s acceptable 

maximum. On redetermination, NAS paid for 160 units but denied the remaining 240 

units because they exceeded the amount deemed reasonable and necessary. The QIC 

upheld the denial. 

In its request for an Administrative Law Judge (ALJ) hearing, the Appellant argued the 

“surgical dressing[s] are reasonable and medically necessary as ordered by the 

Physician.” Exh 15 at 1. After a January 26, 2012 telephone hearing attended by the 

Appellant and NAS medical director, the ALJ issued an unfavorable decision, finding 

“Medicare payment is not allowed for the additional 240 units of wound filler…. Section 

1879 of the Act does not apply because the denial is not based upon whether the 

supplies were medically reasonable and necessary….” However, she determined § 

1870 of the Social Security Act (the Act) applies to waive the Appellant’s liability 

because the Appellant was without fault. ALJ decision at 4-5. Specifically, the ALJ found 

the Appellant relied on progress notes, a CMN and a physician’s order when furnishing 

the wound filler and thus exercised reasonable care in supplying and billing the services 

at issue. Id. at 5. The ALJ’s decision contains multiple errors of law.   

First, Section 1870 of the Act addresses waiver of recoupment of overpayments made 

to beneficiaries or providers. In the present case, it is clear and undisputed that the 
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claim for A6010 denied initially. The ALJ erred in finding § 1870 of the Act applicable to 

a case in which no overpayment occurred. 

Second, the additional units of wound filler were denied because the 400 units billed 

was in excess of the amount considered reasonable and necessary. The MAC’s local 

coverage determination (LCD) L11460 – “Surgical Dressings” states that claims for 

dressings in excess of the allowed amount will be denied as not reasonable and 

necessary. The ALJ erred in finding § 1879 of the Act inapplicable “because the denial 

is not based upon whether the supplies were medically reasonable and necessary.” ALJ 

decision at 4. In this case, the additional 240 units of wound filler were denied as not 

reasonable and necessary under § 1862(a)(1)(A) of the Act. An analysis as to whether 

the Appellant is entitled to a waiver of liability under § 1879 of the Act is necessary.  

Third, criteria for determining whether the supplier could reasonably have been 

expected to that the services would not be covered under § 1879 (as well as whether a 

supplier is without fault under § 1870) do not allow waiver of recoupment or liability on 

the basis that the DME supplier relied on the physician’s order and progress in 

furnishing the amount it billed to Medicare. All entities seeking Medicare reimbursement 

are responsible for furnishing sufficient documentation to demonstrate whether and how 

much payment is due. 42 C.F.R. § 424.5(a)(6). Both the Medicare Program Integrity 

Manual (MPIM) (CMS Pub 100-8) and NAS’s Jurisdiction C Supplier Manual instructs 

suppliers that “for any DMEPOS item to be covered by Medicare, the patient's medical 

record must contain sufficient documentation of the patient's medical condition to 

substantiate the necessity for the type and quantity of items ordered and for the 

frequency of use or replacement (if applicable).” Noridian DME Supplier Manual, 

chapter 3 – Documentation Requirements, available online at 

https://www.noridianmedicare.com/dme/news/manual/docs/chapter3.pdf; see also 

MPIM, Chapter 5, § 5.7. Furthermore, NAS’s supplier manual states, “if the information 

in the patient's medical record does not adequately support the medical necessity for 

the item, the supplier is liable” for payment unless it has obtained a valid advance 

beneficiary notice from the patient. Id.  

Here, only the supplier-prepared order form specifies the amount to be used. 

Additionally, the Appellant’s assertion at the hearing that the Stimulen should be used in 

an amount sufficient to completely fill the wound is inconsistent with the manufacturer’s 

guidelines, which instruct users to sprinkle the powder at a depth of 1/32" to 1/8" 

thickness. See Exh 5 at 19. The Appellant should have known that not all 400 units of 

A6010 would be covered based on the manufacturer’s labeling instructions as well as 

general product information furnished by the Appellant. 

Background:  

The Medicare beneficiary suffered from two pressure ulcers. On February 21, 2011, the 

Appellant furnished the beneficiary with, among other items, Stimulen collagen wound 

fillers. The manufacturer’s website describes the Stimulen products as “form[ing] a 

protective gel on the wound bed. This gel protects new cells and tissue from 

https://www.noridianmedicare.com/dme/news/manual/docs/chapter3.pdf
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dehydration. All forms provide a moist environment to promote rapid healing. All show 

moderate absorption and are non-adherent to the wound bed.” 

Http://www.elastogel.com/product-catalog/wound-care/stimulen-collagen-wound-care. 

The Appellant used a powdered form of the product that “will dissolve in the wound fluid 

to give a protective gel for supporting the growing skin and tissue.” Id. The 

manufacturer’s directions for use as stated in literature the Appellant furnished are as 

follows: 

1. Clean the wound as necessary.   

2. Sprinkle the collagen powder over the wound surface to give a generous covering of 1/32" 

to 1/8" thickness. 

3. Cover the wound with a non-adherent dressing and secure with tape or elastic bandage. 

4. Change the dressings daily or when the dressings become saturated with wound 

exudate. Stimulen may be flushed from the wound with saline or other irrigation systems. 

Exh 5 at 19; Exh 11 at 20. The Appellant billed Medicare for 400 units for a one month 

supply using Healthcare Common Procedure Coding System (HCPCS) code A6010 

(collagen based wound filler, dry form, sterile, per gram of collagen). The 400 units were 

based on an order for 220 grams per month for one wound and 180 per month for the 

other. Exh 15 at 8; Hearing CD at 5:10.  

On March 8, 2011, NAS denied all 400 units of A6010 on claim 11055835598000. Exh 

12 at 9. On June 24, 2011, the Appellant requested a redetermination, asserting “the 

supplies were reasonable and medically necessary as ordered.” Exh 12 at 7. With its 

request the Appellant submitted “a packet of case studies along with wound product 

information related to the appeal of A6010.” Exh 11 at 17. NAS issued a partially 

favorable redetermination decision letter on August 18, 2011 in which it “determined that 

is it appropriate to allow 160 units [of A6010].” Exh 12 at 2. Pursuant to § 1879 of the 

Social Security Act, NAS held the supplier liable for the remaining 240 units. Id.  

In its request for reconsideration, the Appellant reiterated its earlier argument that the 

supplies were medically necessary. Exh 13 at 1. On reconsideration, the QIC upheld the 

denial of the 240 units wound filler, noting that LCD L11460 allows for wound filling 

changes up to once per day. Exh 14 at 2. The QIC stated that Medicare had already 

allowed 160 units and medical necessity had not been established for the remaining 

units. Id. The QIC also held the provider liable under § 1879 of the Act, explaining: 

The services are denied as not reasonable or necessary and are excluded from coverage by 

section 1862(a)(1) and are subject to consideration under the waiver of liability provision in 

section 1879 of the Social Security Act, title XVIII. The provider is liable because this 

provider should have known that the services did not meet criteria for coverage.  

Id. at 2-3. 

In the request for ALJ hearing, the Appellant again argued “surgical dressing[s] are 

reasonable and medically necessary as ordered by the Physician.” Exh 15 at 1. The 

http://www.elastogel.com/product-catalog/wound-care/stimulen-collagen-wound-care
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Appellant also re-submitted the product literature it had furnished with its request for 

redetermination. The Appellant was represented at the January 26, 2012 telephone 

hearing by Susan Triplett. Dr. Richard Whitten attended on behalf of NAS.  

On June 5, 2012, the ALJ issued an “unfavorable” decision in which she upheld the 

denial of the 240 units of wound filler but waived the Appellant of overpayment liability 

pursuant to § 1870(b) of the Social Security Act. The ALJ explained: 

According to the LCD L11460, the usual dressing change for wound filler is up to once per 

day. Here, it appears the medical necessity of the wound filler is not at issue; however, the 

amount supplied is on appeal. Despite the Appellant’s contention that the Beneficiary 

required the additional 240 units of wound filler for the two ulcers, the undersigned ALJ finds 

the testimony of Dr. Whitten credible and persuasive. It appears 160 units or 160 grams of 

the wound filler is sufficient to cover the size of the two wounds for the 30 day time period 

when applied once per day in accordance with the LCD.  

Therefore, the undersigned ALJ finds that Medicare payment is not allowed for the 

additional 240 units of wound filler (HCPCS code A6010-A2). However, the undersigned 

ALJ also finds the Appellant’s testimony credible and persuasive with respect to its 

contention that it was unaware that only 160 units would be allowed or that 400 units were 

excessive.  

As such, the undersigned ALJ finds the Appellant is entitled to a waiver of liability. Section 

1879 of the Act does not apply because the denial is not based upon whether the supplies 

were medically reasonable and necessary. However, section 1870(b) of the Act applies to 

overpayments made by providers and suppliers, such as the Appellant, and therefore is 

applicable here. Section 1870(b) of the Act provides waiver of liability for an overpayment in 

certain circumstances where a provider or supplier is “without fault.”  

The Medicare Financial Management Manual (“MFMM”) (IOM Publ’n 100-06) chapter 3, 

section 90, instructs that a provider or supplier is “without fault” when the provider or supplier 

has exercised reasonable care in billing for, and accepting the payment. Here, the Appellant 

denies the amount ordered and supplied is excessive and submitted progress notes 

indicating the effectiveness of the Beneficiary’s treatment with the wound filler at issue, a 

medical order, and a CMN. The undersigned ALJ concludes the Appellant had 

documentation it relied upon in exercising reasonable care before supplying and billing the 

services at issue; thus, the Appellant is without fault. 

ALJ decision at 4-5. She concluded, “the Appellant is not entitled to payment for the 

additional units of wound filler (HCPCS A6010-A2) provided to the Beneficiary on 

February 21, 2011, pursuant to Medicare Part B. However, the Appellant is entitled to 

waiver of liability for the overpayment as the Appellant was found to be ‘without fault.’” 

Id. at 5.  
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Applicable Law, Regulation, and Medicare Policy:  

Section 1833(e) of the Act prohibits payment “to any provider of services or other 

person under this part unless there has been furnished such information as may be 

necessary in order to determine the amounts due.” Federal regulations state that 

entities seeking Medicare reimbursement are responsible for furnishing sufficient 

information to enable the contractor to determine whether payment is due and the 

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

Medicare guidelines require DME suppliers to obtain an order from the treating 

physician before dispensing any DMEPOS item to a beneficiary. MPIM, Chapter 5, § 

5.2.1. However, neither a physician’s order nor a physician attestation alone is 

insufficient to establish that services are reasonable and necessary. Rather, “there must 

be information in the patient’s medical record that supports the medical necessity for the 

item and substantiates the answers on the … supplier prepared statement or physician 

attestation.” Id. at § 5.7. Furthermore, before submitting the claim to Medicare: 

the supplier should also obtain as much documentation from the patient's medical record as 

they determine they need to assure themselves that coverage criteria for an item have been 

met. If the information in the patient's medical record does not adequately support the 

medical necessity for the item, the supplier is liable for the dollar amount involved unless a 

properly executed ABN of possible denial has been obtained. … 

Suppliers who consistently do not provide documentation to support their services may be 

referred to the OIG for imposition of CMPs or Administrative Sanctions.  

Emphasis added. Id. at § 5.8. See also, MPIM, chapter 3, § 3.11.1 (“For Medicare to 

consider coverage and payment for any item or service, the information submitted by 

the supplier or provider (e.g., claims and CMNs) must be corroborated by the 

documentation in the patient’s medical records that Medicare coverage criteria have 

been met”).  

Sections 1870(a) – (c) of the Act set forth conditions for recouping overpayments from 

Medicare beneficiaries and circumstances in which the government will waive 

recoupment of overpayments. The Medicare Financial Management Manual (MFMM) 

(CMS Pub 100-6), Chapter 3, § 70.3 provides additional instruction regarding waiver 

under 1870, including criteria for determining who is liable for the overpayment and 

whether recovery of an overpayment may be waived. 

Section 1879 of the Act provides financial liability protections to beneficiaries, providers, 

practitioners and other suppliers by allowing payment for claims denied on the basis of 

§ 1862(a)(1)(A), § 1862(a)(9), or § 1879(g) of the Act if neither the beneficiary or the 

provider knew or could reasonably have been expected to know Medicare payment 

would be denied. 42 C.F.R. § 411.400(a). Claims denied under § 1862(a)(1)(A) of the 

Act include denials involving reduction in the level of payment because the furnished 

items or services are at a level higher than was reasonable and necessary to meet the 

needs of the patient. CMS Ruling 95-1. “This is because Medicare payment for the 
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difference between reasonable and necessary services and items and those actually 

furnished is denied on the basis of section 1862(a)(1)(A) of the Act as not reasonable 

and necessary.”  Id. The Medicare Claims Processing Manual (MCPM) (CMS Pub 100-

4) further explains: 

The limitation on liability protection may also be applicable if the contractor reduces the level 

of payment on the basis of §1862(a)(1) of the Act, that is, when partially denying a more 

extensive service or item on the basis that it is not reasonable and necessary, even though 

Medicare pays for a less extensive service or item. A case in which the level of payment is 

reduced because a component of the service or item is in excess of the beneficiary’s 

medical needs is a medical necessity partial denial of that unnecessary component of the 

covered item or service. “Excess component” means an item, feature, or service, and/or the 

extent of, number of, duration of, or expense for an item, feature, or service, which is in 

addition to, or is more extensive and/or more expensive than, the item or service which is 

reasonable and necessary under Medicare’s coverage requirements.   

MCPM, Chapter 30, § 20.1.3 (emphasis added). 

Evidence that a provider, practitioner, or other supplier knew or should have known 

Medicare reimbursement would be denied for the item or service includes: 

 A Medicare contractor’s prior written notice to the practitioner or other 

supplier of Medicare denial of payment for similar or reasonably 

comparable services or items; 

 [CMS’s] general notices to the medical community of Medicare payment 

denial of services and items under all or certain circumstances.  ([CMS] 

notices include, but are not limited to, manual instructions, bulletins, 

carriers’ written guides, and directives); and 

 Provision of the services and items was inconsistent with acceptable 

standards of practice in the local medical community . . . 

CMS Ruling 95-1. If one of the above circumstances exists, the provider, practitioner, or 

other supplier is held to have had knowledge that the item or service would not be 

covered by Medicare.  

Unless the ALJ dismisses the hearing, the ALJ will issue a written decision that gives 

the findings of fact, conclusions of law, and the reasons for the decision. The decision 

must be based on evidence offered at the hearing or otherwise admitted into the record. 

42 C.F.R. § 405.1046(a). 

 

Discussion:  

Section 1870 of the Act does not apply in the present case because no overpayment 

occurred.  

The ALJ erred as a matter of law in applying the waiver of recoupment provision of § 

1870 of the Act.  42 C.F.R. § 405.1063(a) ("All laws and regulations pertaining to the 
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Medicare and Medicaid programs . . . are binding on ALJs."). This error of law is 

material to the outcome of the claim because it results in the ALJ waiving recoupment of 

an overpayment that never existed.  

In her June 5, 2012 decision, the ALJ agreed that the 240 units should remain denied 

because in accordance with LCD L11460, and the size of the two wounds, 160 grams 

was enough to sufficiently cover the wounds. She found, however, that the Appellant 

was not at fault in creating the overpayment, and as such, waived the Appellant of 

overpayment liability pursuant to § 1870(b) of the Act. To support her decision, the ALJ 

cited the Medicare Financial Management Manual (MFMM) (CMS 100-6), § 90, which 

states a provider or supplier is without fault when the provider or supplier has exercised 

reasonable care in billing for, and accepting the payment. ALJ decision at 5.  

Section 1870 of the Act is triggered when Medicare initially pays for an item or service, 

subsequently determines the provider or supplier was overpaid for the item or service, 

and then attempts to recoup the overpaid amount. Section 1870 of the Act; MFMM, 

Chapter 3, § 70.3. 

As previously mentioned, the date of service was February 21, 2011 and the services 

were denied initially on March 8, 2011. Neither the MAC nor the QIC referred to an 

overpayment, and the Appellant has not contended an overpayment occurred. Although 

the ALJ found the Appellant was “entitled to waiver of liability for the overpayment,” she 

made no factual finding an overpayment occurred and cited no documentation, 

testimony or other evidence in the record upon which to base such a finding.1 Since no 

overpayment occurred, there is no recovery subject to waiver under § 1870 of the Act.  

Analysis under § 1879 of the Act is necessary because the excess units of service 

were denied as not reasonable and necessary under 1862(a)(1) of the Act. 

Section 1879 of the Act operates to relieve financial liability for items and services not 

ordinarily covered by Medicare when coverage is denied because the items and 

services are not reasonable and necessary, the items and services are furnished for 

custodial care, the beneficiary is not eligible for home health care services because the 

beneficiary is not homebound or in need of skilled services, or the beneficiary is not 

eligible for hospice care because the beneficiary is not terminally ill.  Additionally, the 

entity seeking Medicare coverage could not have known or could not have been 

reasonably expected to know Medicare reimbursement would be denied in order for the 

protections of section 1879 of the Act to be triggered. Section 1879 of the Act.  

The ALJ reasoned, “Here, it appears the medical necessity of the wound filler is not at 

issue; however, the amount supplied is on appeal.” ALJ decision at 4. She subsequently 

                                            
1
 We speculate that the ALJ’s decision reflects a misunderstanding regarding application of § 1870. 

However, to the extent the ALJ relied on evidence of an overpayment that is not in the administrative 
record, her decision is in violation of 42 C.F.R. § 405.1046(a), which requires an ALJ to issue “a written 
decision that gives the findings of fact, conclusions of law, and the reasons for the decision. The decision 
must be based on evidence offered at the hearing or otherwise admitted into the record.” 
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determined, “Section 1879 of the Act does not apply because the denial is not based 

upon whether the supplies were medically reasonable and necessary.” Id.  

The ALJ is mistaken in finding the medical necessity of the (excessive) wound filler is 

not at issue. On redetermination, the MAC allowed 160 of the billed 400 units of wound 

filler, denying the remaining units because they exceeded an amount deemed 

reasonable and necessary according to Medicare’s Unlikely Edits (MUEs) listing. Exh 

12 at 2. The QIC upheld the denial of the 240 units because it exceeded the amount 

considered  reasonable and necessary according to LCD L11460. Exh 14 at 2. At both 

levels of appeal, the contractors determined the Appellant remained liable for the denied 

units pursuant to §1879 of the Act. At the hearing, the MAC’s medical director reiterated 

that all units of service greater than 160 were denied because they exceeded the 

number of units considered medically necessary. The ALJ is correct that the medical 

necessity of the wound filler itself is not at issue. She is also correct that the amount 

supplied is on appeal. However, she incorrectly concluded that the denial of excessive 

units of service in this case are not denials based on §1862(a)(1) of the Act. CMS 

Ruling 95-1 provides that claims denied under § 1862(a)(1)(A) of the Act (and thus 

subject to the liability protection under § 1879) include denials involving reduction in the 

level of payment because the furnished items or services are at a level higher than was 

reasonable and necessary to meet the needs of the patient. Chapter 30, § 20.1.3 of the 

MCPM explains that items and services furnished “in excess of the beneficiary’s 

medical needs is a medical necessity partial denial of that unnecessary component of 

the covered item or service.”  

Because the excess units of service were correctly denied as not reasonable and 

necessary under § 1862(a)(1)(A) of the Act, the ALJ erred in finding “Section 1879 of 

the Act does not apply because the denial is not based upon whether the supplies were 

medically reasonable and necessary.” ALJ decision at 4.  

Liability should not be waived under § 1879 of the Act because the Appellant should 

have known 400 units were excessive. 

At the hearing, Dr. Whitten (the MAC’s medical director) acknowledged that Stimulen 

appeared to be a beneficial product. The dispute regarded only the amount used per 

wound change. Specifically, the Appellant and Dr. Whitten disagreed as to whether the 

Stimulen powder should be applied in sufficient amount to completely fill the wound or 

only enough to coat the wound. Ms. Triplett (the Appellant’s representative) took the 

position that the depth of the wound, as well as the patient’s age and medical condition 

should factor into consideration as to how much of the Stimulen should be used each 

time. She stated that the wounds were shaped somewhat like a sugarcube. Because 

the wounds were deep, she averred, they required considerably more Stimulen powder 

than shallow wounds might. She requested, in the alternative to a favorable decision, a 

waiver of liability because she had justifiably relied on the physician’s order as a basis 

for determining how much to furnish.  
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Dr. Whitten contended the depth of the wound was generally irrelevant to the amount 

used, since FDA and manufacturer’s directions instruct the user to apply a 1/32" to 1/8" 

layer, enough to coat the wound bed—not actually fill the wound as the Appellant 

asserted. Dr. Whitten testified that the 160 units allowed was more than sufficient to 

provide a 1/32" to 1/8" coating on the two wounds when changed daily. 

The ALJ found that, although 400 units was excessive for the two wounds, the Appellant 

reasonably relied on documentation from the physician and thus exercised reasonable 

care in supplying and billing the services at issue. ALJ decision at 5.  

The Appellant’s argument that it relied on the physician’s instructions in furnishing the 

400 units does not serve as a basis for waiving liability. All entities seeking Medicare 

reimbursement are responsible for furnishing sufficient documentation to demonstrate 

whether and how much payment is due. 42 C.F.R. § 424.5(a)(6); “Coverage and 

Administrative Policies for Clinical Diagnostic Laboratory Services,” Final Rule, 66 FR 

58800-58801, Friday, November 23, 2001 (“Presently, all entities that bill the Medicare 

program are held liable when they bill for services and are not able to produce 

documentation of the medical necessity of the service.”). See also, Friedman v. Sec’y of 

Dep’t of Health & Human Servs., 819 F.2d 42, 45 (2d. Cir. 1987) (“A claimant 

nevertheless has the burden of proving entitlement to Medicare benefits”). It is also well 

established that the Secretary may require DME suppliers to furnish supporting medical 

evidence in addition to a physician’s order. See, Gulfcoast Med. Supply, Inc., v. Leavitt, 

468 F.3d 1347 (11th Cir. 2006) (“[W]e agree with the district court, and we conclude that 

when the Medicare Act is read as a whole, it unambiguously permits carriers and the 

Secretary to require suppliers to submit evidence of medical necessity beyond a 

CMN.”). See also, Mackenzie Med. Supply, Inc. v. Leavitt, 506 F.3d 341 (4th Cir. 2007); 

Maximum Comfort, Inc., v. Leavitt, (9th Cir. 2007). 

The MPIM states: 

For any DMEPOS item to be covered by Medicare, the patient’s medical record must 

contain sufficient documentation of the patient’s medical condition to substantiate the 

necessity for the type and quantity of items ordered and for the frequency of use or 

replacement (if applicable). … [N]either a physician’s order nor a CMN nor a DIF nor a 

supplier prepared statement nor a physician attestation by itself provides sufficient 

documentation of medical necessity, even though it is signed by the treating physician or 

supplier. There must be information in the patient’s medical record that supports the medical 

necessity for the item and substantiates the answers on the CMN (if applicable) or DIF (if 

applicable) or information on a supplier prepared statement or physician attestation (if 

applicable).   

MPIM, Chapter 5, § 5.7. Similarly, L11460, the MAC’s LCD for Surgical Dressings, 

states, “Current clinical information which supports the reasonableness and necessity of 

the type and quantity of surgical dressings provided must be present in the patient's 

medical records.”  
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In addition to guidelines set forth in the MPIM, NAS’s Jurisdiction C Supplier Manual 

instructs suppliers that “for any DMEPOS item to be covered by Medicare, the patient's 

medical record must contain sufficient documentation of the patient's medical condition 

to substantiate the necessity for the type and quantity of items ordered and for the 

frequency of use or replacement (if applicable).” Noridian DME Supplier Manual, 

chapter 3 – Documentation Requirements, available online at 

https://www.noridianmedicare.com/dme/news/manual/docs/chapter3.pdf. The manual 

also reminds suppliers that “if the information in the patient's medical record does not 

adequately support the medical necessity for the item, the supplier is liable” for payment 

unless it has obtained a valid advance beneficiary notice from the patient. Id. 

In the present case, medical records include a “CMN Order” form on the supplier’s 

letterhead, three progress notes from January and early February, 2011, and “SKIN 

CONDITION FLOW SHEETS” dated between September 13, 2010 and January 13, 

2011. Exh 11 at 3-14. The progress notes and flow sheets recommend continuing the 

Stimulen. However, only the supplier-prepared “CMN Order” specifies or in any way 

refers to the amount ordered. See Exh 15 at 8.2 Although the form is signed by an 

advance practice nurse (APN), nothing in the record indicates the APN or treating 

physician specifically recommended the amount billed, suggested using more Stimulen 

than its labeled application, or instructed the patient to fill—as opposed to coat—the 

wound.   

In addition, the Appellant’s argument that the Stimulen should be applied in an amount 

sufficient to fill the wound contradicts the manufacturer’s instructions for use that the 

Appellant furnished at the redetermination and ALJ hearing levels of appeal. 

Specifically, the manufacturer’s “DIRECTIONS FOR USE” instruct users to “Sprinkle the 

collagen powder over the wound surface to give a generous covering of 1/32" to 1/8" 

thickness.” Exh 15 at 19; Exh 11 at 20. Directions on the manufacturer’s website also 

state, “Apply a generous covering of powder over the whole wound surface, 1/32" to 

1/8" depth.” See 

http://www.elastogel.com/images/stories/pdf/DFU/Stimulen_Powder_DFU.pdf. Likewise, 

none of the case studies or other collagen wound filler product information in the record 

suggests the collagen powder should be used to completely fill the wound. See, e.g., 

case study labeled “HEALING OF A FULL THICKNESS POST OPERATIVE WOUND 

USING A HYDROLYZED COLLAGEN* POWDER” (“A hydrolyzed collagen powder was 

selected and sprinkled into the wound with enough collagen to completely cover the 

wound bed…”) Exh 15 at 25. Thus, the Appellant’s application of the Stimulen is 

inconsistent with its intended use according to the manufacturer’s labeling instructions 

as well as with information regarding use of collagen powder wound fillers generally.  

In general, providers and suppliers are presumed to know that services will be denied 

as not reasonable and necessary based on experience or actual or constructive notice 

                                            
2
 An unsigned but more legible copy of the February 17, 2011 “CMN Order” form is located on the page 

immediately preceding the signed copy. See Exh 15 at 7.  

https://www.noridianmedicare.com/dme/news/manual/docs/chapter3.pdf
http://www.elastogel.com/images/stories/pdf/DFU/Stimulen_Powder_DFU.pdf
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from such sources as the law, the Federal Register, manual issuances, bulletins, other 

written guides from CMS or Medicare contractors, or “its knowledge of what are 

considered acceptable standards of practice by the local medical community.” 42 CFR § 

411.406(e). The provider or supplier is then presumed liable for denied services unless 

it has given proper notice of the denial, usually in the form of an Advance Beneficiary 

Notice, to the beneficiary. If the supplier does not notify the beneficiary that the service 

is likely to be denied, then the supplier is liable for the noncovered charges.  

Here, the Appellant should have known that not all 400 units of A6010 would be 

covered based on the manufacturer’s labeling instructions as well as general product 

information furnished by the Appellant. None of the information supplied by the 

Appellant suggests that an amount sufficient to entirely fill the wound is consistent with 

either the manufacturer’s guidelines or acceptable standards of practice by the medical 

community. Likewise, the medical record does not support the Appellant’s argument 

that it justifiably relied on the physician’s instructions in furnishing 400 units of A6010. 

Accordingly, the Appellant should remain liable for the excessive 240 units of A6010. 


