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Appellant at ALJ Level 

Quality Diagnostics, Inc. 

ALJ Appeal Number 

1-936511399 + 2 
Beneficiary (if not the Appellant)   List attached 

multiple 

ALJ Decision Date 

June 22, 2012 
Health Insurance Claim Number (HICN)* 

multiple 

Specific Item(s) OR Service(s) 

Diagnostic tests 
Provider, Practitioner OR Supplier 

Quality Diagnostics, 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:  

Quality Diagnostics, Inc. (Appellant), an Independent Diagnostic Testing Facility (IDTF), 

billed Medicare for diagnostic tests furnished to 55 Medicare beneficiaries between July 

15, 2011 and October 26, 2011. The tests initially denied for several reasons. On 

appeal, the Appellant argued the services were necessary for the treatment of the 

beneficiaries. The denials were upheld at the first two levels of appeal because 

conditions for coverage included in 42 CFR § 410.32(a) and local coverage 

determinations (LCD) L29300, L28295 and L29265 were not met.   

The Administrative Law Judge (ALJ) issued three fully favorable on-the-record decisions 

in which she determined: 

the submitted documentation is sufficient to support that the tests results were being used in 

the management of the beneficiaries’ specific medical problems. In addition, the 

documentation substantiates that the diagnostic testing services were reasonable and 

necessary for the diagnosis or treatment of each Beneficiary’s illness or injury or to improve 

the functioning of a malformed body member under § 1862(a)(1) of the Act. 

ALJ decision at 6.1 In reaching this decision, the ALJ relied on a prescription signed and 

dated by a physician, an IDTF generated Statement of Medical Necessity with 

checklists of symptoms and tests signed by a physician, and signed test results in the 

record. Id. 

The ALJ erred in finding the physician’s orders, Statements of Medical Necessity and 

test results sufficient to satisfy an IDTF’s documentation requirements for purposes of 

Medicare payment. As the entity billing Medicare, the Appellant is responsible for 

furnishing sufficient documentation to show that services are covered. Section 1833(e) 

of the Social Security Act (the Act); 42 C.F.R. § 424.5(a)(6); 66 FR 58800-58801, 

                                            
1
 The ALJ decisions are located at the front of the Master File in each of the three appeals. 



 

 

  Page 2 of 8  

 

Friday, November 23, 2001 (“[A]ll 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.”); In the Case of KGV Easy Leasing Corp. (Medicare Appeals 

Council, February 24, 2010) at 

http://www.hhs.gov/dab/divisions/medicareoperations/macdecisions/case_kgv_leasing.pdf 

(“[T]he [IDTF] appellant had the burden to provide sufficient documentation, evidence 

and testimony that indicates the services provided are covered by Medicare.”).  

The ALJ also erred in finding the physician’s orders, Statements of Medical Necessity 

and test interpretations are sufficient to establish the diagnostic tests were reasonable 

and necessary in accordance with 42 C.F.R. §§ 410.32(a) and 410.33(d), which require 

that the tests be ordered in writing by “the physician who furnishes a consultation or 

treats the beneficiary for a specific medical problem and who uses the results in the 

management of the beneficiary’s specific medical problem.” See KGV Easy Leasing 

Corp. v. Sebelius, No.09-56393 (9th Cir. 2011) (An IDTF’s preprinted “order forms [that] 

identified the referring physician and included check boxes which identified symptoms 

and possible diagnoses” were insufficient to meet the requirements of 42 C.F.R. § 

410.33(d) and failed to establish that the services were reasonable and necessary.) As 

the QIC noted, the administrative record lacks medical documentation indicating how 

the results of the studies would be utilized in the beneficiaries’ plans of care. 

Three LCDs provide coverage criteria for the services billed: L29265, Pulmonary 

Diagnostic Services, L29300, Ultrasound, Soft Tissues of Head and Neck and L29164, 

Electromyography and Nerve Conduction Studies. The ALJ failed to give substantial 

deference to these LCDs or explain why she decided not to follow them. ALJs and the 

[Medicare Appeals Council] are 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 in a particular case.” 42 

C.F.R. § 405.1062(a). If an ALJ declines to follow a policy, the decision must explain the 

reasons why the policy was not followed. 42 C.F.R. § 405.1062(b).   

 

Background:  

The Appellant submitted 55 claims to Medicare for diagnostic tests furnished to 

Medicare beneficiaries between July 15, 2011 and October 26, 2011.  The Appellant 

billed with the following Current Procedural Terminology (CPT) codes: 

 76536 – ultrasound, soft tissues of head and neck (eg, thyroid, parathyroid, parotid), real 

time with image documentation 

 94010 – Spirometry, including graphic record, total and timed vital capacity, expiratory 

flow rate measurement(s), with or without maximal voluntary ventilation 

 94240 – functional residual capacity of residual volume: helium method, nitrogen open 

circuit method, or other method 

http://www.hhs.gov/dab/divisions/medicareoperations/macdecisions/case_kgv_leasing.pdf
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 94250 – expired gas collection, quantitative, single procedure (separate procedure) 

 94350 – determination of maldistribution of inspired gas: multiple breath nitrogen 

washout curve including alveolar nitrogen or helium equilibration time 

 94370 – determination of airway closing volume, single breath tests 

 94375 - respiratory flow volume loop 

 94720 -  carbon monoxide diffusing capacity (eg, single breath, steady state) 

 95903 – nerve conduction, amplitude and latency/velocity study, each nerve; motor, with 

f-wave study 

 95904 – nerve conduction, amplitude and latency/velocity study, each nerve; sensory 

 95934 – H-reflex, amplitude and latency study; record gastrocnemius/soleus muscle 

The services were denied initially for several reasons, such as “the payer deems the 

information submitted does not support this many/frequency of services” or “the 

diagnosis is inconsistent with the procedure.” See, e.g., appeal 1-936511399, folders for 

beneficiaries R.D., Exh 1 at 15, and F.L., Exh 1 at 7.2 

The Appellant requested redeterminations, indicating that “services rendered were 

necessary for the treatment of the patient.” E.g., folder for beneficiary R.D., Exh 1 at 19. 

In its redetermination letters, the Medicare administrative contractor upheld the denials, 

explaining “the documentation in the case file did not include additional clinical records 

from the physician who ordered the tests. There was no information as to how the 

results of the studies were to be utilized in the beneficiary’s plan of care or what 

treatment was provided to the beneficiary based on the results.” E.g., folder for 

beneficiary F.L., Exh 1 at 14. The redetermination decisions cited 42 CFR § 410.32(a) 

and LCDs L29300 and L29195 as authority for non-coverage. Id. at 14-16.  

The QIC issued three reconsideration decisions, affirming the denials for similar 

reasons:  

The documentation in the case file did not include additional clinical records from the 

physician who ordered the tests. There was no information as to how the results of the 

studies were to be utilized in the beneficiary’s plan of care or what treatment was provided 

to the beneficiary based on the results. Therefore, you did not show how the results of the 

tests were used “in the management of the beneficiary’s specific medical problem, as 

required by 42 CFR 410.32(a) and the carrier’s LCD L29195. 

Master File, Exh 1 at 6, 11, 17-18, 22, 33 & 38.  The QIC held the Appellant liable for 

the denied charges. Id. at 5, 11, 33 & 38.  

                                            
2
 Documentation in the record is generally similar. We have referred to the documentation in appeal 1-

936511399 unless otherwise noted. 
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The Appellant requested an ALJ hearing but subsequently waived its right to a hearing. 

See folder for beneficiary R.D., Exh 2 at 60-62 and Exh 6 at 75. On June 22, 2012, the 

ALJ issued three fully favorable decisions in which she determined that submitted 

evidence supports coverage of the tests. The judge explained:  

The requirements set forth in the Medicare regulations and the pertinent LCD have been 

met in each of these cases. The requirement cited by the QIC, 42 C.F.R. § 410.32(a), states 

that all diagnostic tests “must be ordered by the physician who is treating the beneficiary, 

that is, the physician who furnishes a consultation or treats a beneficiary for a specific 

medical problem and who uses the results in the management of the beneficiary’s specific 

medical problem.” This section was incorrectly cited by the QIC as requiring an additional 

documentation requirement. However, the quoted section actually serves to define “the 

physician who is treating the beneficiary.” Regardless, the documentation in each of these 

cases is wholly sufficient to support that these tests were actually being used for the 

management of the beneficiaries’ medical conditions. In all cases, the tests were performed 

as indicated per the provider’s prescription, and each prescription is signed by the physician 

and dated correspondingly with the dates of service listed in Appendix A. The record for 

each case also includes a Physician’s Statement of Medical Necessity. The Statements of 

Medical Necessity provide a history of each beneficiary and a list of procedures being 

ordered, including Spirometry, flow volume loop, diffusing capacity test, lung volume 

determination, expired gas (CO2), and oximetry. Other cases involved nerve conduction 

studies, and head/neck ultrasounds. The Statements of Medical Necessity also provide a list 

of the beneficiaries’ diagnoses, and they are all signed and dated by the beneficiaries 

treating physician[s]. Lastly, each case file includes detailed test results, including findings 

and interpretations. The tests’ results confirm the diagnoses for each beneficiary. All the 

diagnostic test readings and interpretations were signed by the corresponding provider, and 

the results were sent via fax to each referring physician for the continuation of care of the 

patients. 

The ALJ finds the submitted documentation is sufficient to support that the test results were 

being used in the management of the beneficiaries’ specific medical problems. In addition, 

the documentation substantiates that the diagnostic testing services were reasonable and 

necessary for the diagnosis or treatment of each Beneficiary’s illness or injury or to improve 

the functioning of a malformed body member under § 1862(a)(1) of the Act. Accordingly, the 

services meet Medicare coverage criteria and the claims are payable under Part B of Title 

XVIII of the Social Security Act. 

ALJ decision at 6. The ALJ concluded that “[t]he diagnostic tests … meet Medicare 

coverage criteria and the claims are payable under Part B of Title XVIII of the Social 

Security Act.” Id.  
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Applicable Law, Regulation, and Medicare Policy:  

Section 1862(a)(1)(A) of the Act explains that payment may be allowed only for those 

services that are considered reasonable and necessary for the diagnosis or treatment of 

illness or injury or to improve the functioning of a malformed body member.  

Diagnostic testing may be covered by Medicare pursuant to section 1861(s)(3) of the 

Act. Medicare regulations set forth the conditions for coverage of diagnostic tests under 

Medicare Part B in 42 C.F.R. § 410.32. Specifically, § 410.32(a) provides that diagnostic 

testing must be ordered by the treating physician, “that is, the physician who furnishes a 

consultation or treats a beneficiary for a specific medical problem and who uses the 

results in the management of the beneficiary’s specific medical problem.” 42 C.F.R. § 

410.32(a). Additionally, subsection (a) states “[t]ests not ordered by the physician who is 

treating the beneficiary are not reasonable and necessary.”  Id.   

“A ‘diagnostic test’ includes all diagnostic x-ray tests, all diagnostic laboratory tests, and 

other diagnostic tests furnished to a beneficiary.” Medicare Benefit Policy Manual 

(MBPM) (CMS Pub. 100-02) Chapter 15, § 80.6.1. The MPBM defines an order for 

diagnostic testing services as “a communication from the treating physician/practitioner 

requesting that a diagnostic test be performed for a beneficiary. “ Id. Similarly, a 

“treating physician” is a physician defined by section 1861(r) of the Act3 “who furnishes 

a consultation or treats a beneficiary for a specific medical problem, and who uses the 

results of the diagnostic test in the management of the beneficiary’s specific medical 

problem.” Id.   

42 C.F.R. § 410.33(d) addresses an IDTF’s responsibility in relation to furnishing 

diagnostic tests ordered by the beneficiary’s treating physician: 

All procedures performed by the IDTF must be specifically ordered in writing by the 

physician who is treating the beneficiary, that is, the physician who is furnishing a 

consultation or who is treating a beneficiary for a specific medical problem and who uses the 

results in the management of the beneficiary’s specific medical problem.  (Nonphysician 

practitioners may order tests as set forth in § 410.32(a)(3).)  The order must specify the 

diagnosis or other basis for the testing.  The supervising physician for the IDTF may not 

order tests to be performed by the IDTF, unless the IDTF’s supervising physician is in fact 

the beneficiary’s treating physician.  That is, the physician in question had a relationship with 

the beneficiary prior to the performance of the testing and is treating the beneficiary for a 

specific medical problem.  The IDTF may not add any procedures based on internal 

protocols without a written order from the treating physician. 

All entities seeking Medicare reimbursement are responsible for furnishing sufficient 

documentation to demonstrate whether and how much payment is due. 42 C.F.R. § 

                                            

3 In pertinent part, § 1861(r) of the Act defines “physician” to include “a doctor of medicine or osteopathy 

legally authorized to practice medicine and surgery by the State in which he performs such function or 
action….” 
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424.5(a)(6); 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.”) 

42 CFR § 405.1062 provides that while ALJs and the Medicare Appeals Council are not 

bound by LCDs, LMRPs, or CMS program guidance, they must give substantial 

deference to these policies if they apply to a case. If the ALJ does not follow an LCD, 

the ALJ must explain the reasons why the policy wasn’t followed. An ALJ’s decision not 

to follow a policy applies only to the specific claim on appeal and does not have 

precedential effect.  

 

LCD L29195, Independent Diagnostic Testing Facility (IDTF) generally implement parts 

of § 410.33, which sets forth requirements of IDTFs.” In pertinent part, “Although all 

procedures performed by the IDTF must be specifically ordered in writing by the 

practitioner treating the beneficiary as noted above, the mere fact that the test(s) were 

properly ordered does not reflect or imply Medicare coverage for these services. 

Medical necessity must be apparent and statutory exclusions, national and local 

coverage determinations (LCDs) apply.” 

LCD L29265, Pulmonary Diagnostic Services, sets forth the indications and limitations 

of coverage and medical necessity guidelines for billing 94010, 94240, 94250, 94350, 

94370, 94375, 94720. LCD L29300, Ultrasound, Soft Tissues of Head and Neck, 

defines the circumstances when Medicare covers ultrasounds, billed here with codes 

76536.LCD L29164, Electromyography and Nerve Conduction Studies, provides the 

indications and limitations of coverage and medical necessity guidelines for billing 

95903, 95904 and 95934. 

 

Discussion:  

Medical records in the administrative record include prescriptions, IDTF generated 

“Statement of Medical Necessity” forms signed by a physician and test results. See, e.g. 

folder for beneficiary R.D., Exh 5 at 71-74; Exh 2 at 32-50. The diagnostic tests at issue 

were denied because the record lacked documentation from the ordering physicians 

such as progress or medical notes to indicate the rationale for the test or otherwise 

support that the tests were being used in the treatment of the beneficiaries. On appeal, 

the Appellant argued generally that the tests were necessary for the treatment of the 

beneficiaries. Id. at Exh 2 at 60-62. The ALJ agreed, finding the signed physician’s 

prescriptions, Statements of Medical Necessity containing “a history of each beneficiary 

and a list of procedures being ordered,” and test results were sufficient to establish that 

the tests were being used to manage the beneficiary’s specific problems and thus were 

reasonable and necessary. ALJ decision at 6.  

All entities seeking Medicare reimbursement are responsible for furnishing sufficient 

documentation to demonstrate whether and how much payment is due. 42 C.F.R. § 



 

 

  Page 7 of 8  

 

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”). 

To determine whether services meet coverage guidelines, the Secretary may require 

that entities billing Medicare submit medical documentation to support coverage. See 

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

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

In the context of diagnostic tests furnished by IDTFs, courts have explicitly found that 

“order forms [that] identified the referring physician and included check boxes which 

identified symptoms and possible diagnoses” were insufficient to meet the requirements 

of 42 C.F.R. § 410.33(d) and fail to establish that the services were reasonable and 

necessary.  KGV Easy Leasing Corp. v. Sebelius, No.09-56393 (9th Cir. 2011) (“KGV 

never presented evidence that supplemented the information contained on its order 

forms or otherwise established medical necessity.”). See also, In the Case of KGV Easy 

Leasing Corp., (Medicare Appeals Council, February 24, 2010) at 

http://www.hhs.gov/dab/divisions/medicareoperations/macdecisions/case_kgv_leasing.pdf 

(“[T]he [IDTF] appellant had the burden to provide sufficient documentation, evidence 

and testimony that indicates the services provided are covered by Medicare.”). 

In comments to the final rule governing diagnostic laboratory tests, CMS addressed the 

concern that the new rule would make “it possible for laboratories to be held liable for 

claims denial due to the lack of information supporting medical necessity.”  Coverage 

and Administrative Policies for Clinical Diagnostic Laboratory Services, Final Rule, 66 

FR 58800, Friday, November 23, 2001. CMS responded: 

The commenters do not seem to recognize that the March 10, 2000 proposed rule does not 

change the current provisions for liability on claims due to lack of information supporting 

medical necessity. Section 1862(a)(1)(A) of  the Act provides that, notwithstanding any other 

provision of the Act, payment may not be made for services that are not reasonable and 

necessary for the diagnosis or treatment of illness or injury. 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. Although the Committee discussed at 

length the special circumstances related to laboratories, which frequently do not have direct 

http://www.hhs.gov/dab/divisions/medicareoperations/macdecisions/case_kgv_leasing.pdf
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contact with the patient, the Committee recognized that the law does not provide the 

authority to exempt laboratories from the provision related to medical necessity. 

In addition, we do not agree that the provision related to denial of claims for laboratory 

services when documentation is not provided is unfair. Rather, we believe it would be unfair 

to exempt laboratories from this provision while continuing to require it for other providers 

and suppliers. For example, durable medical equipment (DME) suppliers frequently do not 

have direct contact with beneficiaries but are dependent upon physician documentation of 

medical need in order to receive payment. 

Id. at 58801. 

The ALJ erred in determining the submitted physician orders, a Statements of Medical 

Necessity and test results satisfy an IDTF’s documentation requirements for purposes 

of Medicare payment. As the entity billing Medicare, Appellant is responsible for 

furnishing sufficient documentation to show that services are covered. 42 C.F.R. § 

424.5(a)(6); 66 FR 58800-58801, Friday, November 23, 2001. The ALJ also erred in 

finding this documentation alone is sufficient to establish the diagnostic tests were 

reasonable and necessary in accordance with 42 C.F.R. § 410.32. Prescriptions on a 

physician’s prescription pad that do not always identify a specific test or tests are the 

only physician-generated records in these cases. See, e.g. folder for beneficiary R.D., 

Exh 2 at 43.  The Statement of Medical Necessity is the Appellant’s form, as indicated 

by the “Facility Form Number – QDUS01” included at the lower left of the page. Id. at 

42. This “checklist” form in itself does not indicate that the ordering physician had a prior 

relationship with the beneficiary, ordered the tests to treat a specific medical problem, or 

used the results to manage the beneficiary’s treatment.  

Finally, the ALJ erred in failing to consider coverage criteria set forth in pertinent LCDs. 

The QIC denied the services at issue because submitted documentation did not meet 

the requirements of L29265, Pulmonary Diagnostic Services, L29300, Ultrasound, Soft 

Tissues of Head and Neck and L29164, Electromyography and Nerve Conduction 

Studies. The QIC also cited LCD L29195 – Independent Diagnostic Testing Facility 

(IDTF), which states, “the procedures in this document are also subject to applicable 

National and Local Coverage Determinations.” In determining the tests were medically 

reasonable and necessary under § 1862(A)(1)(a) of the Act, the ALJ did not consider 

whether the services met any of the applicable criteria for determining whether services 

were reasonable and necessary. ALJs are not bound by LCDs or CMS program 

guidance, but they must give substantial deference to these policies if they apply to a 

case. If the ALJ does not follow an LCD, the ALJ must explain the reasons why the 

policy wasn’t followed. 42 CFR § 405.1062.  


