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Appellant at ALJ Level 

American Outcomes Management 

ALJ Appeal Number 

1-1008513825 
Beneficiary (if not the Appellant)   List attached 

 

ALJ Decision Date 

November 28, 2012 
Health Insurance Claim Number (HICN)* 

 

Specific Item(s) OR Service(s) 

J1569 (Gammagard liquid injection), 
A4221 (supplies for maintenance of drug 
infusion catheter)  

Provider, Practitioner OR Supplier 

American Outcomes Management 
  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:  

American Outcomes Management (Appellant), a durable medical equipment, 

prosthetics, orthotics and supplies supplier furnished intravenous immune globulin 

(IVIG) and related supplies to a Medicare beneficiary on October 26, 2011 and October 

28, 2011. The Appellant billed the claim to Medicare with diagnosis code 996.81 

(complications of transplanted kidney). CGS Administrators, LLC, the durable medical 

equipment Medicare administrative contractor (DME MAC), denied the services as non-

covered. The denials were upheld at the first two appeal levels generally because 

Medicare does not cover IVIG treatment in the home unless furnished to treat a primary 

immune deficiency pursuant to local coverage determination (LCD) L27259 and Policy 

Article A46341.  

On further appeal, the administrative law judge (ALJ) issued a favorable decision on the 

record, determining the medical documentation and information was sufficient “to prove 

it was medically reasonable and necessary for the Appellant to supply the Beneficiary 

with the infusion supplies and pump (CPT Code A4222) and gammagard liquid injection 

(CPT Code J1569) … pursuant to Sections 1833(e) and 1862(a)(1)(A) of the Social 

Security Act (Act) and implementing regulations.” ALJ decision at 8. 

The ALJ erred in determining that the gammagard liquid injection and infusion pump 

supplies are covered contrary to statutory authority. Pursuant to § 1861(s)(2)(zz) of the 

Social Security Act (the Act), Medicare covers IVIG specifically “for the treatment in the 

patient’s home of a patient with a diagnosed primary immune deficiency disease.” In this 

case, the beneficiary was receiving IVIG in the home due to complications related to a 

kidney transplant, not to treat a primary immune deficiency. In addition, Medicare 

excludes from coverage “items or services related to the administration of” IVIG. Id.  
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Background:  

Between October 26, 2011 and October 28, 2011, the Appellant provided the 

beneficiary with IVIG and supplies “necessary in kidney transplants for treatment of 

antibody-mediated rejection.” P 129.1 The Appellant billed Medicare with Healthcare 

Common Procedure Coding System (HCPCS) codes J1569 (injection, immune globulin, 

(gammagard liquid), intravenous, non-lyophilized (e.g. liquid), 500 mg) and A4222 

(infusion supplies with external drug infusion pump, per cassette or bag). The MAC 

denied the services because “this service/equipment is not covered under the patient’s 

current benefit plan.” P 148. In its request for redetermination, the Appellant argued: 

Claim denied PR-204 based on the diagnosis code of 996.81, Complications of transplanted 

kidney. The denial was based on Local Coverage Article for Intravenous Globulin Policy 

Article A46341. Please see attached policy for IVIG for highly Sensitized Kidney Transplant 

patients, Policy Number NMP407, last updated April 2011. The patient’s diagnosis is 

covered based on Article number NMP407. Please note the National Coverage Manual 

apply to all Medicare members supersede the LCD. Please reprocess for payment.  

P 099, P 138, P 147. 

In its January 10, 2012 redetermination decision, the MAC listed four coverage criteria 

in Policy Article A46341 – Intravenous Immune Globulin: 

1. It is an approved pooled plasma derivative for the treatment of primary immune 

deficiency disease; and 

2. The patient has a diagnosis of primary immune deficiency disease (ICD-9 codes 

279.4, 279.05, 279.06, 279.12, 279.2); and  

3. The IVIG is administered in the home; and 

4. The treating physician has determined that administration of the IVIG in the patient’s 

home is medically appropriate. 

The contractor upheld the denial because “the patient does not have a qualifying 

diagnosis and there is no indication that the IVIG is being administered though an 

infusion pump. Based on these findings, the claim remains denied.” P 095.    

In its request for reconsideration, the Appellant asked the qualified independent 

contractor (QIC) to consider the beneficiary’s medical condition and submitted clinical 

studies. P 129. The Appellant argued: 

IVIG provides are known to have a powerful immunomodulatory effects on inflammatory and 

autoimmune diseases. Compelling clinical and laboratory data suggest that administration of 

IVIG as desensitization for highly sensitized end stage renal disease patients at high risk of 

antibody-mediated rejection, and as a treatment of AMR after transplant resulting in 

                                            
1
 The exhibits in the administrative record are not marked or paginated, so we cite the last three digits of 

the (top) stamp located in the lower left of each page. 
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reduction of anti-HLA antibodies, reduced allosensitization, reduced ischemia-reperfusion 

injuries, fewer acute rejection episodes and higher successful long-term allograft outcomes 

for renal allograft recipients. 

P 129-130. The Appellant also asserted that “National coverage policy indicates 

immunosuppressive drugs are covered under Medicare Part B.” P 131. 

In its April 13, 2012 unfavorable decision, the QIC explained:  

Local Coverage Determination L27259 and Article A46341 states [sic] intravenous immune 

globulin (IVIG) is only covered for primary immune deficiency disease. If the IVIG is 

administered using an infusion pump, the infusion pump and related administration supplies 

are denied as not reasonable and necessary because they do not meet the coverage criteria 

specified in the External Infusion Pumps Local Coverage Determination L11555. If the 

coverage criteria for IVIG specified in the related Policy Article (PA) are not met and the IVIG 

is administered with an infusion pump, the IVIG will be denied as not reasonable and 

necessary (because the pump is denied as not reasonable and necessary).  

The records show that the patient received IVIG via pump prior to a kidney transplant. This 

is not a covered diagnosis. Because the coverage criteria for IVIG were not met and it was 

administered with an infusion pump, the services are considered not reasonable and 

necessary.  

P 088. 

The Appellant requested an ALJ hearing on May 21, 2012, arguing that LCD L25820 

expressly covers IVIG therapy for diagnosis 996.84 (complications of transplanted 

kidney). The Appellant also opined that the cost of therapy at home is much less than 

therapy given at a hospital. P 016. The Appellant  submitted clinical articles and 

treatment notes with its request. P 025 - P 046. 

In an on-the-record decision, the ALJ cited LCD L27259, Policy Article A46341 and 

NCD 280.14 before concluding the medical documentation and information was 

sufficient “to prove it was medically reasonable and necessary for the Appellant to 

supply the Beneficiary with infusion supplies and pump (CPT Code A4222) and 

gammagard liquid injection (CPT Code J1569) ... pursuant to Sections 1833(e) and 

1862(a)(1)(A) of the Social Security Act (Act) and implementing regulations.” ALJ 

decision at 8. The ALJ reasoned:  

National Coverage Determination, section 280.14 provides that other uses of external 

infusion pumps are covered if the contractor’s medical staff verifies the appropriateness of 

the therapy and the prescribed pump for the individual patient. Payment may also be made 

for drugs necessary for the effective use of a covered external infusion pump as long as the 

drug being used with the pump is itself reasonable and necessary for the patient’s 

treatment.    

Here, the medical records and the clinical studies submitted by the Appellant establish that 

the gammagard liquid injection and infusion supplies were medically reasonable and 
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necessary for the Beneficiary’s treatment. The Appellant submitted compelling clinical and 

laboratory data showing that IVIG products are known to have powerful immune-modulatory 

effects on inflammatory and autoimmune diseases. The Beneficiary’s physician determined 

that he required IVIG therapy in order to assist his body in preparing for and accepting the 

new kidney. 

Id. at 7-8.  

 

Applicable Law, Regulation, and Medicare Policy:  

Part B Medicare provides limited benefits for drugs and biologicals. Section 1861(s) of 

the Act identifies most circumstances in which Part B covers drugs. Two of these 

involve oral drugs used as part of an anticancer chemotherapeutic regimen, one 

involves a covered organ transplant, and one is specific to hospital services. Section 

1861(s)(2)(B), (J), (Q) and (T). Section 1861(s)(2)(A) establishes coverage for drugs 

that are “furnished as incident to a physician's professional service, of kinds which are 

commonly furnished in physicians' offices and are commonly either rendered without 

charge or included in the physicians' bills.” Medicare also covers prescription drugs and 

supplies necessary for the effective use of a covered infusion pump under the durable 

medical equipment benefit. NCD 280.14; MBPM, Chapter 15, Section 110.3. 

Additionally, effective January 1, 2004, § 642 of the Medicare Prescription Drug, 

Improvement, and Modernization Act of 2003 (MMA) amended the Social Security Act 

by establishing a benefit for “intravenous immune globulin.” Section 1861(s)(2)(Z) of the 

Act establishes that Medicare covers “intravenous immune globulin for the treatment of 

primary immune deficiency disease in the home (as defined in subsection (zz)).” Section 

1861(s)(2)(zz), in turn, defines the benefit for IVIG to mean “an approved pooled plasma 

derivative for the treatment in the patient’s home of a patient with a diagnosed primary 

immune deficiency disease, but not including items or services related to the 

administration of the derivative, if a physician determines administration of the derivative 

in the patient’s home is medically appropriate.”  

Chapter 15, § 50.6 of the Medicare Benefit Policy Manual (MBPM) (CMS Pub 100-2) 

explains the general coverage requirements as follows: 

[IVIG] is covered under this benefit when the patient has a diagnosed primary immune 

deficiency disease, it is administered in the home of a patient with a diagnosed primary 

immune deficiency disease, and the physician determines that administration of the 

derivative in the patient’s home is medically appropriate. The benefit does not include 

coverage for items or services related to the administration of the derivative. For coverage of 

IVIG under this benefit, it is not necessary for the derivative to be administered through a 

piece of durable medical equipment. 

The DME MAC for the Appellant’s jurisdiction has issued Policy Article A46341 – Local 

Coverage Article for Intravenous Immune Globulin that supplements coverage criteria 
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set forth in the statute and the MBPM. The article states IVIG is covered if the following 

criteria are met: 

1) It is an approved pooled plasma derivative for the treatment of primary immune 

deficiency disease; and 

2) The patient has a diagnosis of primary immune deficiency disease (ICD-9 codes 279.04, 

279.05, 279.06, 279.12, 279.2); and 

3) The IVIG is administered in the home; and 

4) The treating physician has determined that administration of the IVIG in the patient’s 

home is medically appropriate. 

Policy Article A46341 specifies, “If all of the criteria are not met and the IVIG is not 

administered with an infusion pump, the IVIG will be denied as noncovered - no benefit 

category.” 

 

Discussion:  

Medicare is a defined benefit program. For Medicare coverage, an item or service first 

must fall within a benefit category, it must not be excluded by law, and it must be 

reasonable and necessary for the diagnosis or treatment of illness or injury. As stated 

above, the Act provides limited coverage of drugs under Part B Medicare. Prior to 

January 1, 2004, Medicare only covered IVIG for treatment of primary immune 

deficiency diseases when furnished as a component of inpatient or outpatient facility 

services or incident to a physician’s service. See 

https://www.cms.gov/MMAUpdate/downloads/PL108-173summary.pdf.  Section 642 of 

the Medicare Prescription Drug, Improvement, and Modernization Act of 2003 (MMA) 

amended the Act by adding § 1861(s)(2)(Z), which establishes coverage for 

“intravenous immune globulin for the treatment of primary immune deficiency disease in 

the home.”  

The MAC and the QIC denied the claims initially and on appeal because Medicare only 

covers IVIG used in the home when treating a primary immune deficiency disorder.  The 

Appellant furnished the IVIG and supplies for complications related to a kidney 

transplant. On appeal, the Appellant generally argued that use of IVIG is reasonable 

and necessary when furnished to highly sensitized kidney transplant patients and 

covered by Medicare. See, e.g. request for redetermination at P 099. In its request for 

ALJ hearing, the Appellant noted that according to L25820, Medicare covers IVIG for 

beneficiaries with complications of transplanted kidney. P 016. The ALJ agreed the IVIG 

and supplies were reasonable and necessary under § 1862(a)(1)(A) of the Act based on  

“compelling clinical and laboratory data showing that IVIG products are known to have 

powerful immune-modulatory effects on inflammatory and autoimmune disease” and the 

physician’s decision that the beneficiary “required IVIG therapy in order to assist his 

body in preparing for and accepting the new kidney.” ALJ decision at 8.  

https://www.cms.gov/MMAUpdate/downloads/PL108-173summary.pdf
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We do not dispute the medical necessity of the IVIG for the beneficiary’s condition. 

However, the issue in this case is whether the IVIG and supplies fall under a Part B 

benefit category. Medicare covers IVIG in other settings, for example, when furnished 

incident to a physician’s service in a hospital or office setting. See § 1861(s)(2)(A) and 

(B) of the Act. Section 1861(s)(2)(Z) of the Act extends the scope of benefits to IVIG to 

“the treatment of primary immune deficiency disease in the home.” In this case, the IVIG 

was not furnished for treatment of primary immune deficiency. Because the 

beneficiary’s diagnosis does not meet statutory coverage requirements, payment for the 

service is excluded by law. Accordingly, the ALJ erred as a matter of law in determining 

that the Appellant is entitled to reimbursement for the IVIG and related supplies. 


