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Appellant at ALJ Level 

Washington University 
ALJ Appeal Number 

1-806370300 
Beneficiary (if not the Appellant)   List attached 

 
ALJ Decision Date 

September 20, 2011 
Health Insurance Claim Number (HICN)* 

 
Specific Item(s) OR Service(s) 

Paclitaxel, protein-bound (J9264) 
Provider, Practitioner OR Supplier 

Washington University 
  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:  

On March 10, 2011, the Appellant furnished chemotherapy drug nab- paclitaxel (also 
referred to as protein-bound paclitaxel) (brand name Abraxane) (J9264) and 
gemcitabine (brand name Gemzar) (J9201) to treat the Medicare beneficiary’s 
pancreatic cancer. The Medicare Administrative Contractor paid for the gemcitabine but 
denied the claim for nab-paclitaxel. On appeal, the Appellant furnished physician notes 
and a letter of support from the treating oncologist, as well as presentation materials 
summarizing the results of recent trials involving nab-paclitaxel used to treat advanced 
pancreatic cancer. The denial was affirmed at the first two levels of appeal because 
nab-paclitaxel is not FDA-approved for pancreatic cancer and not supported by citations 
in approved compendia, according to the Medicare Administrative Contractor’s Local 
Coverage Determination (LCD) for Chemotherapy Drugs and their Adjuncts (L28576).  

The Administrative Law Judge (ALJ) reversed the denials, finding, “Although pancreatic 
cancer is not listed as a covered diagnosis for Paclitaxel Protein Bound (J9264) in the 
applicable LCD, it is now covered for pancreatic cancer in combination with 
Gemcitabine under the NCCN drug compendium.” ALJ decision at 6. 

Section 1861(t)(2) of the Social Security Act (the Act) sets forth specific conditions in 
which a drug used in an anticancer chemotherapeutic regimen is considered a 
“medically accepted indication.” For an off-label use of an FDA-approved drug, § 
1861(t)(2)(B)(ii)(I) of the Act allows payment if the use is supported by citations in 
specified compendia. CMS considers, “a use … identified by a compendium as 
medically accepted if the … indication is a Category 1 or 2A in NCCN….” Medicare 
Benefit Policy Manual (MBPM) (CMS Pub 100-2), Chapter 15, § 50.4.5.B.The 
combination of “Gemcitabine + nab-paclitaxel” is listed as a Category 2B regimen in the 
NCCN. See Attachment A. CMS does not consider this a medically accepted use. 
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The ALJ erred in allowing coverage without determining whether off-label use of the 
anticancer drug met conditions of 1861(t)(2) of the Act and implementing guidelines set 
forth in Chapter 15, § 50.4.5.B of the MBPM.  
 
Background:  

The beneficiary in this case was diagnosed with pancreatic cancer. After other 
treatments failed, the treating physician began the patient on a regimen of nab- 
paclitaxel and gemcitabine based on recommendations of the Mayo Clinic and Siteman 
Cancer centers. Exh 1 at 15. The date of service was March 10, 2011. Medicare denied 
the claims and the Appellant requested a redetermination. Exh 1 at 13. With its request, 
the Appellant submitted literature containing “study results from the University of Miami” 
that were “[p]resented at the annual Meeting of the American Society of Clinical 
Oncology” in 2010. Exh 1 at 28-36. Subject studies included a phase I-II study of nab-
paclitaxel in patients with advanced pancreatic cancer and a dose-finding phase II study 
of nab-paclitaxel plus Gemcitabine in patients with advanced pancreatic cancer. Id. 
Nab-paclitaxel is not indicated for pancreatic cancer, according to literature furnished by 
the manufacturer. Id. at 41. See also 
http://www.accessdata.fda.gov/drugsatfda_docs/label/2009/021660s022lbl.pdf.  

In its April 29, 2011 redetermination letter, the Medicare Administrative Contractor 
(MAC) denied the appeal on the basis that pancreatic cancer is “not one of the 
recognized diagnoses prescribed in LCD policy L28576 for 300 units for procedure code 
J9264.” Exh 1 at 11.  

The Appellant’s request for reconsideration stated: 

Mr. Morris had originally started on a different regiment [sic], which he could not tolerate. He 
has now been started on Gemcitabine and Abraxane and he is tolerating well. I have 
attached Mr. Morris’s doctor notes and treatment ticket. Also attached you will find study 
results from University of Miami. Also note per NCCN guidelines the use of Abraxane and 
Gemcitabine in combination is now covered for pancreatic cancer (157.9). Please review all 
the attached documentation and make additional payment on the above listed claim.  

The QIC also upheld the denials because, “[a]ccording to the local coverage 
determination (LCD) L28576, [the Appellant] did not indicate a covered diagnosis code 
that meets coverage criteria for payment.” Id. at 5. The QIC found the Appellant liable 
for the denied charges. Id.  

The Appellant ’s request for ALJ hearing reiterated arguments made at earlier levels of 
appeal, adding, “We have appealed to Medicare and received an unfavorable decision 
stating the diagnosis is not covered and the NCCN guidelines only sees it as a 2B 
rating. Though this is only a 2B rating and we understand that other approaches can be 
inferred, this is the best approach for [the beneficiary] at this time.” Id. at 1.  

http://www.accessdata.fda.gov/drugsatfda_docs/label/2009/021660s022lbl.pdf
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The ALJ issued a decision on the record, purportedly at the Appellant’s request.1 ALJ 
decision at 1. The ALJ reversed the QIC decision, explaining: 

In this case, the dosage of Paclitaxel Protein Bound (J9264) was medically reasonable and 
necessary. The Beneficiary, a 57 year-old man, was originally diagnosed on November 15, 
2010 with metastatic pancreatic cancer. Unfortunately, his disease progressed through is 
first regiment [sic] of chemotherapy which ended on February 3, 2011. He was continuing 
treatment for metastatic pancreatic cancer on the date of service at issue. The Beneficiary 
was unable to tolerate an original regimen of medicine, but he could tolerate Abraxane and 
Gemcitabine in combination. The Appellant billed for 300 units of service for the dose of 
Paclitaxel Protein Bound administered on March 10, 2011. The dose was billed with a 
diagnosis code of 157.9 (pancreatic cancer). Although pancreatic cancer is not listed as a 
covered diagnosis for Paclitaxel Protein Bound (J9264) in the applicable LCD, it is now 
covered for pancreatic cancer in combination with Gemcitabine under the NCCN drug 
compendium. On balance, the preponderance of the evidence and consideration to effective 
policy supports the decision that the dosage provided was medically reasonable and 
necessary. 

Id. at 6.  

 
Applicable Law, Regulation, and Medicare Policy:  

Section 1861(t)(2)(A) establishes coverage for drugs used in an anticancer 
chemotherapy regimen under Part B Medicare when used for a “medically accepted 
indication.” Section 1861(t)(2)(B) defines conditions in which chemotherapy drugs have 
a medically accepted indication: 

(B) … any use which has been approved by the Food and Drug Administration for the drug, 
and includes another use of the drug if— 

(i) the drug has been approved by the Food and Drug Administration; and 

(ii)(I) such use is supported by one or more citations which are included (or approved for 
inclusion) in one or more of the following compendia: the American Hospital Formulary 
Service-Drug Information, the American Medical Association Drug Evaluations, the United 
States Pharmacopoeia-Drug Information, and other authoritative compendia as identified by 
the Secretary, unless the Secretary has determined that the use is not medically appropriate 
or the use is identified as not indicated in one or more such compendia, or 

(II) the carrier involved determines, based upon guidance provided by the Secretary to 
carriers for determining accepted uses of drugs, that such use is medically accepted based 
on supportive clinical evidence in peer reviewed medical literature appearing in publications 
which have been identified for purposes of this subclause by the Secretary. 

                                            
1 We did not locate in the administrative record a request for an on-the-record decision or other indication 
the Appellant waived its right to a hearing before an ALJ. 
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Pursuant to § 1861(t)(2)(B)(ii)(II) of the Act, Chapter 15, § 50.4.5 of the MBPM identifies 
the peer-reviewed medical publications in which clinical evidence may appear and 
provides guidelines for evaluating clinical evidence. Literature must have “been critically 
reviewed for scientific accuracy, validity, and reliability by unbiased, independent 
experts prior to publication.” In-house publications of entities that have a business 
interest in drugs, as well as abstracts, are excluded from consideration. Consistent with 
§ 1861(t)(2)(A), Chapter 15, § 50.4.5(A) of the MBPM requires supporting clinical 
evidence to be specific to the regimen of agents used for a particular condition: 

… off-label, medically accepted indications of Food and Drug Administration-(FDA) 
approved drugs and biologicals used in an anti-cancer chemotherapeutic regimen are 
identified under the conditions described below. A regimen is a combination of anti-cancer 
agents clinically recognized for the treatment of a specific type of cancer. 

When evaluating whether clinical evidence supports the off-label use of a drug,  § 
50.4.5.C instructs contractors to consider: 

• Whether the clinical characteristics of the beneficiary and the cancer are adequately 
represented in the published evidence  

• Whether the administered chemotherapy regimen is adequately represented in the 
published evidence  

• Whether the reported study outcomes represent clinically meaningful outcomes 
experienced by patients  

• Whether the study is appropriate to address the clinical question. The contractor will 
consider:  

1. whether the experimental design, in light of the drugs and conditions under 
investigation, is appropriate to address the investigative question. (For example, in some 
clinical studies, it may be unnecessary or not feasible to use randomization, double blind 
trials, placebos, or crossover.); 

2. that non-randomized clinical trials with a significant number of subjects may be a 
basis for supportive clinical evidence for determining accepted uses of drugs; and,  

3. that case reports are generally considered uncontrolled and anecdotal information and 
do not provide adequate supportive clinical evidence for determining accepted uses of 
drugs.  

Local Coverage Determinations (LCDs) are contractor-wide determinations as to 
whether a service is reasonable and necessary under the provisions of Section 
1862(a)(1)(A) of the Social Security Act (the Act). According to the Medicare Program 
Integrity Manual (MPIM) (CMS Pub 100-08): 

LCDs specify under what clinical circumstances a service is considered to be reasonable 
and necessary. They are administrative and educational tools to assist providers in 
submitting correct claims for payment. Contractors publish LCDs to provide guidance to the 
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public and medical community within their jurisdictions. Contractors develop LCDs by 
considering medical literature, the advice of local medical societies and medical consultants, 
public comments, and comments from the provider community.  

Section 13.1.3. The MPIM instructs contractors to find the strongest evidence available 
in creating LCDs. Section 13.7.1 discusses evidence that is sufficient to form 
conclusions about the general medical acceptance of a service: 

• Published authoritative evidence derived from definitive randomized clinical trials or 
other definitive studies, and 

• General acceptance by the medical community (standard of practice), as supported by 
sound medical evidence based on: 

o Scientific data or research studies published in peer-reviewed medical journals; 

o Consensus of expert medical opinion (i.e., recognized authorities in the field); or 

o Medical opinion derived from consultations with medical associations or other health 
care experts. 

Section 13.5.1 of the MPIM sets forth CMS’s guidelines for determining whether 
services are reasonable and necessary under § 1862(a)(1)(A) of the Act. According to 
the PIM, a service is reasonable and necessary if it is safe and effective; not 
experimental or investigational; and appropriate, including the duration and frequency.  

42 C.F.R. § 405.1062 establishes that, while ALJs and the MAC are not bound by 
LCDs, LMRPs, or CMS program guidance, they must give substantial deference to 
these policies if they apply to a case. An ALJ’s decision not to follow a policy applies 
only to the specific claim on appeal and does not have precedential effect. The ALJ 
must explain the reasons why the policy wasn’t followed. ALJs are bound by “all laws 
and regulations pertaining to the Medicare” program. 42 C.F.R. § 405.1063. 

Section 1879 of the Act provides financial liability protections to beneficiaries, providers, 
practitioners and other suppliers by allowing payment for certain items and services for 
which Medicare payment would otherwise be denied. The limitation on liability 
provisions of § 1879 apply only to claims that are denied on the basis of §§ 1862(a)(1), 
1862(a)(9), 1879(e), or 1879(g) of the Act, and only when the beneficiary and/or 
provider did not know and could not reasonably have been expected to know that the 
items or services would be excluded from coverage. 

Generally, a provider is presumed to know that services are not covered based on 
experience or actual or constructive notice. Sources of notice include the law, the 
Federal Register, manual issuances, bulletins or other written guides from Medicare 
contractors. 42 C.F.R. § 411.406(e). The provider is then presumed liable for denied 
services unless it has given proper notice of the denial to the beneficiary. Absent 
evidence to the contrary, a beneficiary may be presumed not to have known that a 
service is not covered. 
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42 C.F.R. § 411.404 provides that a beneficiary is considered to know that services are 
not covered if provided with written notice from either a provider or Medicare contractor 
that the services are not covered. Usually, the written notice would be in the form of an 
Advance Beneficiary Notice (ABN) that the provider would deliver to the beneficiary. 
CMS Pub 100-4, Chapter 30, § 30.1.1. 
 
Discussion:  

Medicare coverage of chemotherapy drugs is governed by statute. Section 1861(t)(2) of 
the Act allows payment for “any drugs or biologicals used in an anticancer 
chemotherapeutic regimen for a medically accepted indication.” Section 1861(t)(2)(B) 
establishes three conditions in which a chemotherapy drug is used for a “medically 
accepted indication.”  

First, a medically accepted indication includes any FDA-approved use. The FDA has 
approved Abraxane “for the treatment of breast cancer after failure of combination 
chemotherapy for metastatic disease or relapse within 6 months of adjuvant 
chemotherapy. Prior therapy should have included an anthracycline unless clinically 
contraindicated.” 
Http://www.accessdata.fda.gov/drugsatfda_docs/label/2009/021660s022lbl.pdf.  

Second, a medically accepted indication includes another use of an FDA-approved drug 
(i.e., an “off-label” use) if the use is supported by one or more specified compendia, 
unless the Secretary has determined the use is not medically appropriate or the use is 
contraindicated in one of the compendia. Section 1861(t)(2)(B)(i) and (ii)(I).  

Third, a medically accepted indication includes an off-label use of an FDA-approved 
drug if “the carrier involved determines, based upon guidance provided by the Secretary 
to carriers for determining accepted uses of drugs, that such use is medically accepted 
based on supportive clinical evidence in peer reviewed medical literature appearing in 
publications which have been identified for purposes of this subclause by the 
Secretary.” Section 1861(t)(2)(B)(ii)(II). Chapter 15, § 50.4.5.C of the MBPM identifies 
applicable peer-reviewed journals and sets forth sets forth the Secretary’s criteria for 
determining off-label, medically accepted indications of FDA-approved “drugs and 
biologicals used in an anti-cancer chemotherapeutic regimen.” A “regimen” is defined as 
“a combination of anti-cancer agents clinically recognized for the treatment of a specific 
type of cancer.” MBPM, Chapter 15, § 50.4.5. When reviewing published clinical 
evidence, contractors must consider, among other factors, whether the clinical condition 
of the beneficiary and the cancer are adequately represented, whether the 
chemotherapy regimen at issue is adequately represented, and whether the reported 
study outcomes represent clinically meaningful outcomes. Id. at § 50.4.5(C).  

The ALJ determined the services were covered because, “Although pancreatic cancer is 
not listed as a covered diagnosis for Paclitaxel Protein Bound (J9264) in the applicable 
LCD, it is now covered for pancreatic cancer in combination with Gemcitabine under the 

http://www.accessdata.fda.gov/drugsatfda_docs/label/2009/021660s022lbl.pdf
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NCCN drug compendium.” ALJ decision at 6. The ALJ erred in failing to apply coverage 
criteria set forth in § 1861(t)(2)(B) of the Act, including guidelines and requirements in 
Chapter 15 of the MBPM. Medicare covers drugs used in a chemotherapy regimen only 
when used for a “medically accepted indication” according to conditions described in § 
1861(t)(2)(B) of the Act. Section 1861(t)(2)(B)(i) and (ii)(I). CMS considers, “a use … 
identified by a compendium as medically accepted if the … indication is a Category 1 
or 2A in NCCN….” MBPM, Chapter 15, § 50.4.5.B; see also L28576. The combination 
of “Gemcitabine + nab-paclitaxel” is listed as a Category 2B regimen in the NCCN. See 
Attachment A. CMS does not consider this a medically accepted use. 

The Appellant submitted literature to support coverage. See Exh 1 at 28-44. However, 
none of the literature consisted of peer-reviewed articles appearing “in publications 
which have been identified” by the Secretary and based on the Secretary’s guidelines 
for evaluating such literature. Most consisted of conference presentation materials 
summarizing study results, including results of a “dose-finding” phase I/II trial involving 
use of gemcitabine and nab-paclitaxel to treat advanced pancreatic cancer. Id. at 35 
and 36; see also manufacturer’s discussion of clinical data at 42. Manufacturer’s 
literature dated September 2010 indicates that these preliminary study results “have 
resulted in ongoing Phase III trial currently enrolling 630 patients.” Id. at 43.  

The administrative record does not contain an Advance Beneficiary Notice indicating the 
beneficiary assumes liability for payment. The beneficiary, therefore, is protected from 
liability under § 1879 of the Act. However, the Appellant is charged with actual and 
constructive knowledge of Medicare law, regulations and agency and contractor 
instructions. Accordingly, the Appellant may not charge the Beneficiary for these 
services and should remain liable for any noncovered services. 42 C.F.R. § 411.406(e). 
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