
IN THE UNITED STATES DISTRICT COURT


FOR THE DISTRICT OF NEW MEXICO

ELSIE M. DAVIDSON,         

)
)
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)


)

vs.





)

  No. CV 04-0032 LFG

)



TOMMY G. THOMPSON, Secretary of
)




the United States Department of Health
)

Medicare Appeals Council
and Human Services, 


)
 
Docket No: 999-07-2024

)
   
 


Defendant.


)

____________________________________)


PLAINTIFF=s REPLY BRIEF

In her Brief-in-Chief, Plaintiff asserted that the decision of the Secretary denying Medicare coverage for her CCTV electronic vision enhancement device was not supported by substantial evidenceCmedical or otherwiseCbut rather was based exclusively on arbitrary and capricious argumentation.  Plaintiff further asserted that the Secretary had required Plaintiff to needlessly devote several years exhausting his administrative appeals processes, despite the fact that the coverage denial was preordained.

In his response, the Secretary concedes that his decision was not based on any evidence, medical or otherwise.  He concedes that the decision was not based on Plaintiff=s medical need, or the medical appropriateness of the equipment at issue to address and improve Plaintiff=s visual functioning.  He concedes that Plaintiff never had a possibility of prevailing in the appeal process she was required to pursue.

Rather, despite several arguments and terms set forth in his Response Brief, the Secretary  now maintains that his conclusion that coverage of the CCTV medical device, prescribed by a doctor of ophthalmology to restore a portion of the vision totally lost to Plaintiff by a macular hemorrhage, must be denied, is based on his interpretation of a provision of the Medicare ActC ASection 1862(a)(7)@ [ 42 U.S.C. ' 1395y(a)(7)]Cthat excludes coverage of Aeyeglasses.@ 

How did the Secretary reach this interpretation?  Did he even consider, let alone defer to, the many treating medical specialists who, like Plaintiff=s ophthalmologist, prescribed the CCTV as medically necessary for their patients?  No.  Did he follow the process of seeking to establish a National Coverage Determination or Administrative Ruling, under which medical experts would consider the issue?
  No.  Did he undertake any other procedures under which the operation and medical effect of CCTV devices would be assessed by appropriate professionals?  No.  Did he rely on any analysis of relevant legislative history?  No, he did none of these things.  Rather, through his Medicare Appeals Council [MAC], he established his non-coverage rule through the reading of a dictionary!

The Secretary argues that his non-coverage rule must be accorded total deference, under the principles set forth in Chevron, U.S.A., Inc. v. Natural Resources Defense Council, Inc., 467 U.S. 837 (1984) and its progeny.  On the contrary, Plaintiff submits that Chevron deference does not apply, either under the Chevron decision itself, or under the United States Supreme Court=s subsequent qualification of it.  The Secretary=s interpretation, which underlies his non-coverage rule, is based on unfounded, unreasonable, unpersuasive, arbitrary and capricious sophistry not due any deference.  The court is not bound by the Secretary=s argumentation, and should reject it.

Although the Secretary appears to have varied his interpretation during the time this case wound its way through his administrative appeals process,
 his current position is that coverage of CCTVs is excluded under 42 U.S.C. ' 1395y(a)(7) because sinceCaccording to the American Heritage Dictionary of the English LanguageCthe main feature of eyeglasses is a Alens,@ and since CCTVs use a Alens;@ CCTVs are therefore essentially the same as eyeglasses.

That Areasoning@ requires us to assume that ophthalmologists would prescribe a $3,200 piece of medical equipment for patients, when eyeglasses would achieve the same purpose.  It is sophomoric, unpersuasive, and lacking in any medical support.  As discussed in Plaintiff=s Brief-in-Chief, at 4-6, 16, eyeglasses, and the Arefractive@ conditions they are intended to help correct, are entirely unrelated to CCTV devices, and the medical conditions like Plaintiff=s macular degeneration that CCTVs are designed to address.

As the Secretary correctly notes, Chevron adopted an often-cited two part test, under which if a statutory provision is silent or ambiguous as to its meaning, a reasonable, permissible agency interpretation of the provision will be accorded substantial deference, when it appears that Congress explicitly delegated authority to the agency to Afill in the gaps.@
Plaintiff first submits that it is not necessary to reach the second step of the Chevron analysis, because the statutory provision at issue is neither silent nor ambiguous.  Section 42 U.S.C. ' 1395y(a)(7) has, since the day the Medicare Act was adopted, specifically excluded coverage of Aeyeglasses@ (and other specified services).  It has never been amended in the 40 years since, to expand the meaning of that term.  The term Aeyeglasses@ is common, simple, and readily understood.  It has never been modified by terms like Aand other devices using lenses,@ or Aother devices that address impaired vision,@ etc.  There is no Agap@ to fill.

In addition, there is nothing in 42 U.S.C. ' 1395y(a)(7) that explicitly delegates authority to the Secretary to adopt rules expanding the exclusion.  Congress has, since the Medicare Act=s inception, demonstrated its ability to specifically authorize the Secretary to prescribe binding criteria.  Thus, for example, the provision prescribing Medicare coverage of ambulance services, 42 U.S.C. ' 1395x(s)(7), has always included the phrase Ato the extent provided in regulations.@  No such language has ever appeared in 42 U.S.C. ' 1395y(a)(7).  For this reason as well, the Secretary=s interpretation is not due any special deference.

Even were the court to reach the second step of the Chevron analysis, the Secretary=s interpretation cannot be accorded controlling weight because it is not reasonable; rather, it is arbitrary, capricious, and manifestly contrary to the statutory provision.  As noted, the Secretary=s non-coverage rule is not based on any special medical or technical expertise, and does not involve resolution of complex and shifting policies, see, e.g., Chevron, 467 at 844, 853-858; it is based on dictionary reading that anyone can do.  It contravenes an explicitly a limited statutory exclusion, see, e.g., Plaintiff=s Brief-in-Chief at 3-4.  CCTV devices are plainly not Aeyeglasses.@  Eyeglasses have no effect whatsoever on Plaintiff=s medical condition.

In addition, the Secretary=s truncated reliance on Chevron fails to acknowledge that the Chevron analysis has been overtly qualified in ways that further undercut his arguments.  For example, in Christensen v. Harris County, 529 U.S. 576, 586-87 (2000), the Supreme Court held that agency positions set forth in promulgations like opinion letters, agency manuals, and policy statements do not warrant Chevron-style deference.  In United Stated v. Mead Corporation, 533 U.S. 218, 227-231 (2001), the Court further held that the weight to be given an agency=s position depends on a variety of factors, including the agency=s care, consistency, formality, and use of expertise in adopting the position, and the persuasiveness of the position.  The position on which the Secretary=s non-coverage rule is based has not been consistent, has studiously avoided all the formal determination processes at his disposal, is unpersuasive, and merits no deference..

The Secretary attempts to bolster his position by citations to several cases and arguments, but those attempts cannot rescue it.  Thus, for example, he cites NISH; RCI, Inc. v. Rumsfeld, 348 F.3d 1263 (10th Cir. 2003), for the propositions: (1) that this court does not have Alicense@ to Aimpose its own policy or logistical preferences@ in place of his; and (2) that considerable weight and deference should be accorded the agency=s interpretation of its own statute and regulations.  Response Brief at 9-10.  Plaintiff is not asking the court to Aimpose@ its policies and preferences; she asks only for well-established judicial review of the validity of the Secretary=s position.  And the lack of weight to be accorded that position has already been addressed.

The Secretary next arguesCapparently in response to Plaintiff=s complaints that his rule barring coverage of CCTVs has been adopted largely in secretCthat, under County of Los Angeles v. Shalala, 192 F.3d 1005, 1016 (D.C. Cir. 1999), an agency=s views can be accorded deference Aunder the appropriate circumstances@ even if they are first expressed in legal briefs.  Response Brief at 10.  It is unclear how this principal helps the Secretary=s decision on the merits herein, especially since the term Aunder the appropriate circumstances@ is unclear.  In any event,  the Secretary=s reliance on County of Los Angeles both conflates the concept of a substantive rule with that of an agency=s views in support of the rule, and is inapposite.  County of Los Angeles involved a challenge to the way in which the Secretary calculated a highly-complicated hospital reimbursement formula.  That formula, as well as the Secretary=s rationale for it, had been formally published in regulations, so the comments quoted by the Secretary appear to be largely dicta.  In the case at bar, the Secretary=s non-coverage rule has never been publicly and formally adopted.  In any event, County of Los Angeles does not alter the conclusion as to whether the Secretary=s position herein merits deference. 

The Secretary cynically alleges, to bolster his Chevron deference argument, that his non-coverage determination in this case was Athe end product of an elaborate administrative appeals process....@  Response Brief at 10.  On the contrary, as is quite clear from the record, by the time Plaintiff began to pursue the appeals process, the Secretary had already implemented a rule that barred coverage of CCTV medical devices in all cases, irrespective of individual circumstances. The appeals process was Aelaborate,@ in the sense that it involved several administrative stages, the communication of conflicting rationales, and years of waiting time; but the preordained denial cannot be said to have resulted from that process.

The Secretary next argues that deference to his position is required because Medicare is a Acomplex and highly technical regulatory program@ Response Brief at 11.  While it is true that parts of the Medicare Act are highly complex and technical, and, for example, under County of Los Angeles and the particular cases the Secretary cites, such complicated provisions were at issue, the question of whether CCTV electronic vision enhancement devices used by people with permanently damaged retinae are Aeyeglasses,@ is not a highly complex and technical question.  Plainly the Secretary, who maintains that it can be resolved through a cursory look at the device and a few dictionary definitions, does not think so.

Despite the fact that the Secretary rests his non-coverage position on his interpretation of 42 U.S.C. ' 1395y(a)(7), he understandably must go on to argue against Plaintiff=s showing that CCTVs satisfy the Medicare statutory and regulatory criteria for coverage as ADurable Medical Equipment@ (DME) and a AProsthetic Device.@  In order to do so, although maintaining that issues of medical necessity are Airrelevant,@ e.g., Response Brief at 14, and although faced with a record that contains no evidence supporting the Secretary=s coverage denial, he is constrained to question both the nature of CCTVs, and their effect on Plaintiff=s condition.  The Secretary=s efforts fail to breathe life into an arbitrary, capricious, and factually-unsupported coverage denial.

First, the Secretary persistently seeks to understate the nature of CCTV, describing it as simply a lens-based magnification device.  See, e.g., Response Brief at 1, 14, 16.  But, as the record showed,  the equipment does not simply magnify items.  As noted in Plaintiff=s Brief-in-Chief, at 5-6, CCTVs have several additional features that replace the functioning of Plaintiff=s eyes destroyed by her macular degenerationCfor example, it eliminates visual distortions, corrects polarity reversal, and enhances visual contrast.

In addition, the Secretary uses a variety of vague terms to denigrate CCTVs, including Alow vision aid@ (e.g., Response Brief at 1, 6, 8, 14),  Amagnification device@ (e.g., Response Brief at 7, 14, 16), Aenvironmental control@ [and/or Aenhancement@] device (e.g., Response Brief at 8, 12), Aself-help aid@ (e.g., Response Brief at 8, 12), Aassistive device@ (e.g., Response Brief at 12, 13), and AActivities of Daily Living device@ (e.g., Response Brief at 15).  While it is true that all those terms were used at various times by the Secretary=s agents to rationalize the preordained coverage denial, their precise meaning and authority is nowhere defined.  It is hard to imagine any durable medical equipment or prosthetic device that is not Acovered@ by some or all these terms.  Rather than support the Secretary=s determination, the inconsistent use of, and reliance on these vague terms mainly serves to illustrate the determination=s arbitrary and capricious nature.

The Secretary also seeks to bolster his arguments through reliance on the case of Warder v. Shalala, 149 F.3d 73 (1st Cir. 1998), which, according to the Secretary, compels deference to his decisions characterizing medical equipment.  Response Brief, at 12-13.  But, Warder involved the Secretary=s decision regarding under which of two Medicare coverage categories particular equipment should be covered.  And the Secretary resolved the issue through extensive medical evidentiary analysis, not dictionary-based argumentation.  Warder serves mainly to underscore that, by comparison, the determination in this case is arbitrary and capricious, not based on substantial evidence, and contrary to law.


The Secretary also seeks to rely on the decision in Goodman v. Sullivan, 891 F.2d 449 (2d Cir. 1989), in which the Court rejected an argument that the Medicare Act requires coverage of all medically necessary services and equipmentCincluding items that are Aaccepted@ by the FDA.  Response Brief at 14-15.  In Goodman, however, the Secretary, using established procedures for medical assessment of services and equipment, had concluded that the service at issueCMRI examsChad not yet been found to be medically appropriate, or generally accepted by the medical profession.  Goodman is inapposite, because, in the case at bar, the Secretary=s interpretation is not based on any evidence, medical or otherwise.  Moreover, while the medical evidence in Goodman indicated that the service at issue was still considered unproven and experiment, i.e., not medically necessary, no such finding exists in this case.  Finally, it should be noted that Plaintiff has not argued that all medical equipment Aaccepted@ by the FDA must be covered by Medicare; rather that in the absence of any medical evidence relied upon by the Secretary, the FDA=s findings provide helpful, clarifying medical evidence.
 

The Secretary goes on to rehash the two main arguments that have at various times been raised by the Secretary=s agents, that purportedly demonstrate whyCirrespective of the 42 U.S.C. ' 1395y(a)(7) Aeyeglasses@ exclusion argument on which the Secretary now reliesCa CCTV cannot be considered DME or a Prosthetic Device: (1) it cannot be considered DME because, since individuals with good eyesight could use it, per 42 C.F.R. ' 414.202 it is not primarily and customarily used to serve a medical purpose, and is generally useful in the absence of illness or injury. Response Brief at 7, 12-13; and (2) it cannot be considered a Prosthetic Device because it does not replace a body organ, and does not treat or improve the underlying condition.  Response Brief at 7, 8, 14.   Neither argument is reasonable or well grounded in Medicare law.

With respect to the alleged the DME argument, the uncontradicted evidence in the record showed that the CCTV was prescribed for, and used by, Plaintiff for a medical purpose.  There was no evidence that people with good eyesight actual obtain and use such medical equipment for non-medical purposes, but, as noted in Plaintiff=s Brief-in-Chief, at 13-14, the fact that some people with Agood eyesight@ might pay thousand of dollars to use a CCTV as a magnifier does not negate the conclusion that CCTVs are Aprimarily and customarily@ used to serve a medical purpose; much as the conjecture that healthy people might purchase and use a hospital bed to take advantage of its features does not negate the conclusion that hospital bedsCwhich are unquestionably covered by MedicareCare primarily and customarily used to serve a medical purpose.  And Medicare will not cover any medical equipment unless it is prescribed by a an appropriate medical professional, for an identifiable medical need and use.

With respect to the Prosthetics Device argument, the analysis is flawed in two respects, as discussed in Plaintiff=s Brief-in-Chief, at 13-16.  First, the Secretary himself has long recognized that Prosthetic Devices do not have to replace the organ itself; they only have to replace the function of the damaged body organ.  See, e.g., Plaintiff=s Brief-in-Chief, at 3, 17.   A CCTV plainly replaces the function of an eye=s damaged macula lutea.  Second, there is no requirement in the statute or regulations that a Prosthetic Device treat or improve the underlying condition of the damaged organ.  If there were any such a requirement, it is hard to imagine how any of the devices that are admittedly covered as Prosthetic Devices could be covered.

Finally, the Secretary seeks to minimize the medical effects of Plaintiff=s CCTV, by stressing that it [only] helps her more easily accomplish her activities of daily living, and greatly enhances her quality life.  See, e.g., Response Brief at 1, 6, 16, 18.  Plaintiff acknowledges that these are effects that have resulted from her use of this prescribed medical equipment.  But the fact that any medical service or equipment can produce such results is to be cherished, not relied on as a basis for denying Medicare coverage.


CONCLUSION




CCTVs have been accepted as legitimate medical equipment for over 30 years, and approved for Medicare coverage on many occasions between at least 1980 and 1998.  In about 1999, the Secretary secretly adopted a rule barring coverage all cases; without using any of the established procedures available him to assess the validity of that decision, and despite the absence of pertinent changes in the Medicare Act or regulations.  He thereafter required Plaintiff and other elderly and disabled Medicare beneficiaries to needlessly devote years of effort to secure independent, judicial review.  That review will show that, despite his arguments, the Secretary=s non-coverage rule is unreasonable, arbitrary and capricious, not based on substantial evidence, and inconsistent with both the letter and interpretive policies of the Medicare Act.

Dated: July 16, 2004 




Respectfully submitted,
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By ___________________________
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Michael C. Parks

�  See the discussion at pp.10 and 22 of Plaintiff=s Brief-in-Chief.


�  See the two March 28, 2003 decisions of the Medicare Appeals Council, which are included in Defendant=s Notice of Attachment filed with Defendant=s Response Brief.  Both these decisionsCwhich were issued more than seven months before the Secretary issued his decision in the case at barCreflect the policy the Secretary had already adopted, to deny Medicare coverage of CCTV devices in all cases.


�  Compare, e.g., the MAC decision reported in the Carrier=s December 1999 newsletter, which purportedly said simply that CCTVs are not Medicare coverable (A.R. 66), with the MAC ruling cited by the ALJ, that allegedly said CCTVs don=t serve a medical purpose and don=t improve the underlying condition of the eye, and the MAC decision in this case whichClike the two decisions attached to the Secretary=s Response BriefCrely on the 42 U.S.C. ' 1395y(a)(7) exclusion.


�  While never addressing the medical conditions involved in its twin March 28, 2003 decisions, nor in Plaintiff=s case for that matter, the MAC purports to dismiss one of the cases relied on by Plaintiff, Brisson v. Dept. of Social Welfare, 702 A.2d 405 (Vt. 1997).  The MAC argued that Brisson was not relevant because it involved Medicaid, not Medicare.  But it was its medical findingsCthat eyeglasses cannot treat conditions, like macular degeneration, that CCTVs do treatCthat make Brisson relevant, not the health insurance program involved.  Curiously, the MAC went on to assert, without explanation, that if it were relevant, Brisson would support section 1862(a)(7) exclusion.  It is hard to fathom the meaning of that aside.


�  In Duggan v. Bowen, 691 F. Supp. 1487 (D.D.C. 1988), which  invalidated the Secretary=s restrictive interpretations of certain Medicare coverage rules, the court criticized the fact that elderly and disabled Medicare  beneficiaries were forced to utilize the appeals procedures to get coverage.  The situation at bar, where beneficiaries have no hope of prevailing, is far more reprehensible.


�  Application of deference based on alleged highly complex and technical subjects cannot even be entertained unless the matter addressed is highly complex and technical, and the agency has to, and does, utilize its special expertise.  See, e.g., Chevron, 467 U.S. at 844; Cf. Sternberg v. Secretary, DHHS, 299 F.3d 1201 (10th Cir. 2002) (reading a sentencing agreement does not require special expertise).


�  In addition, Goodman concluded that disregard of the FDA determination was appropriate only where the Secretary=s non-coverage determination was consistent with the Medicare Act.  As shown in  Plaintiff=s Brief-in-Chief, coverage of CCTV is well within the scope of the statutory and regulatory Medicare definitions of both DME and Prosthetic Device.


�  The Secretary also cites to the ALJ=s reliance on a provision of the DMERC Supplier Manual, which purportedly bars coverage of Alow vision aids.@  Response Brief at 14.  But the Supplier Manual is simply a sub-regulatory device the Secretary uses to articulate his coverage interpretations, and, as shown in the briefing herein, that interpretation is arbitrary, capricious, unreasonable, and contrary to law.  The fact that the ALJ relied on that ambiguously worded provision serves mainly to show that she abdicated her duty to independently assess the coverage issue under the statute, regulations and pertinent case law.  It should also be noted that, as reflected in the record, the Secretary hardly encourages ALJs to exercise independent review.  For example, his agent Palmetto GBA, his claims-processing contractor for DME and Prosthetic Device coverage claims from New Mexico, sends ALJs a special newsletter which inter alia informs them of the Secretary=s MAC-implemented coverage rules (A.R. 64-67).  This is arguably a troubling form of attempt at ex parte influence of the appeal process.    
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