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PLAINTIFF=s BRIEF


IN SUPPORT OF REVERSAL


OF ADMINISTRATIVE DECISION

This case seeks to overturn a decision of the Secretary,
 denying Medicare coverage for a CCTV electronic vision enhancement deviceCmedical equipment that enables Plaintiff to see.  It is undisputed that Plaintiff, who is now 88 years old, suffers from a medical condition called macular degeneration, that her treating specialist prescribed the CCTV for her, and that the CCTV dramatically improved her visual functioning.  Rather than relying on any evidence, the Secretary based his decision exclusively on arbitrary, capricious, and inconsistent argumentation.

The decision in this case, standing alone, must be reversed.  However, the arbitrary and capricious nature of the Secretary=s action is further underscored by the fact that, prior to the time the decision was rendered, the Secretary had already adopted an unpublished policy prohibiting coverage CCTV=s under any circumstances.  Nonetheless, although knowing that Medicare coverage for this medical equipment would be denied irrespective of Plaintiff=s medical needs, and the nature and benefits of the equipment, the Secretary required Plaintiff to spend several years of time futilely pursuing the Secretary=s administrative appeals procedures as a prerequisite to her being able to obtain independent review by this court.

SCOPE OF REVIEW:  This action is authorized by the Medicare Act, in particular 42 U.S.C. ' 1395ff(b), which provides that federal court appeals from decisions denying Medicare coverage follow procedures that are, in material respect, identical to those used for social security appeals.
  This court reviews the Secretary=s decision de novo, looking at the administrative record as a whole; and may overturn the decision if it is arbitrary, capricious, an abuse of discretion, not supported by substantial evidence, or contrary to law.  See, e.g., Chipman v. Shalala, 90 F.3d 421, 422 (10th Cir. 1996).

I.  FACTUAL AND LEGAL BACKGROUND

In this Point we discuss: the nature and legislative purpose of Medicare; Plaintiff=s circumstances; the nature and beneficial effect of the medical equipment prescribed for her; the lengthy administrative appeals process she was required to exhaust, unaware of the Secretary=s policy prohibiting coverage; and basic aspects of Medicare legal authority.

A.  The Nature of Medicare Coverage

The federal Medicare Act, 42 U.S.C. '' 1395 et seq, originally enacted in 1965, provides  valuable health care coverage for our nation=s elderly (age 65 and older) and disabled individuals.  Pursuant to the Act, Medicare covers a broad range of medical services, equipment and supplies; provided they fall within one or more of a broad number of categoriesCsuch as Aphysician services,@ Adurable medical equipment,@ and Ahospital services@
Cand provided such services, equipment and supplies are Areasonable and necessary for the treatment of medical conditions, or to replace or improve the functioning of a malformed body part.@

Claimant contends that the medical equipment at issue in this case is covered under either or both of two categoriesCAdurable medical equipment@[see 42 U.S.C. ''1395k(a)(1), 1395x(n), 1395x(s)(6); and 42 C.F.R. ' 414.202], and Aprosthetic devices@ [see 42 U.S.C. ''1395k(a)(1), 1395x(s)(8); 42 C.F.R. '' 414.202].

As the courts have long recognized, the purpose of Medicare is to provide needed health care services to its elderly (and disabled) beneficiaries.  See, e.g., Martinez v. Richardson, 472 F.2d 1121, 1123 (10th Cir. 1972) (Ato protect individuals 65 years of age and older from the high cost and hardship of illness.@); Rastetter v. Weinberger, 379 F. Supp. 170, 172 (D. Az. 1974) (three-judge court), aff=d, 419 U.S. 1098 (1975) (Anot merely to protect its beneficiaries against major health care expenditures, but ...=to make the best in modern medicine more available....=); Hultzman v. Weinberger, 495 F.2d 1276, 1281 (3d Cir. 1974) (Athe broad remedial purpose of the statute ... [is] to ensure that adequate medical care is available to the aged throughout this country.@).  The Medicare Act is remedial legislation that is to be liberally construed.  See, e.g., Hultzman, Id.; Sowell v. Richardson, 319 F. Supp. 689, 691 (D.S.C. 1970); Bohlen v. Richardson, 345 F. Supp. 124, 131 (E.D. Pa. 1972), aff=d sub nom Bohlen v. Weinberger, 483 F.2d 918 (3d Cir. 1973).  In addition, although the medical determinations of treating physicians can be reviewed, they are entitled to considerable deference.
  The coverage determination herein  contravened all those principles.

B.  Plaintiff=s Circumstances
Plaintiff is an active, 88 year old woman, who lives with her husband, Don Latimer, in Albuquerque (A.R. 6-7, 178).  At all times relevant to this case, she was covered by Medicare.  In late 1997, Plaintiff suffered a sudden macular hemorrhage, resulting in macular degenerationCa well-recognized medical disease
Cwhich, despite emergency surgery, caused the loss of most of the functioning in both of  her eyes (e.g., A.R. 11).  As a result, she was certified as legally blind (A.R. 10, 11, 43).

After diagnosing the macular degeneration, Plaintiff=s eye specialist (Dr. Robert Reidy), who had been treating her for several years (A.R. 11, 15), first sought in-home services for her from the NM Commission for the Blind, to assist with her activities of daily living (A.R. 15, 48).  Those services did nothing to restore or otherwise assist Plaintiff=s vision functions, and, on June 26, 1998, Dr. Reidy prescribed a CCTV for her (A.R. 11). 

In October 1998, Plaintiff and her husband purchased a particular model of CCTVCan AAladdin Rainbow,@ manufactured by a company called ATelesensory@Cfor $3,222 (A.R. 12-14).  She also underwent training in its proper use, provided by both Dr. Reidy and the New Mexico Commission for the Blind (A.R. 41).  The effect of the medical equipment on Plaintiff=s functional vision was immediate, significant, and highly beneficial.   For example, she became able to read her medical prescriptions; work on her check book, bills and finances; read books and magazines, read recipes and continue to cook meals; read clothing tags for washing instructions; see pictures and other objects; care for her dog; and exchange correspondence (A.R. 5, 41, 175, 189-91).  While these are activities that people without disabling eye illnesses or injury take for granted, the equipment enabled Plaintiff to carry out basic and critical activities of daily living; and maintain a considerable degree of personal independence (A.R. 191).

 As a result of the macular hemorrhage and resulting macular degeneration, the damage to Plaintiff=s eyes and her loss of  vision are permanent (A.R. 3, 11, 34). Contrary to what has been suggested by some of the Secretary=s arguments discussed infra, Plaintiff does not have Alow vision,@ or a Arefractive@ problem that can in any way be corrected by eyeglasses. 

C.  The Medical Equipment at Issue
The medical equipment prescribed for PlaintiffCthe CCTVCconsists of a large, heavy, table-mounted device, approximately the size of a computer monitor or television, with electronic components, and a special viewing platform on which items to be viewed are placed (A.R. 7, 13, 41, 27-28, 195).  The equipment does not, as the Secretary has argued, simply magnify the items viewed.  It has several additional features that replace the functions of Plaintiff=s eyes destroyed by her macular degeneration.  For example, it eliminates visual distortions, corrects polarity reversal, and enhances visual contrast (A.R. 12-13, 40, 45-46, 196-97).  The Secretary has never disputed these features; although, as detailed infra, some of his agents, in offering rationalizations for the Secretary=s refusal to cover CCTV=s, have made inaccurate comments about them. 

The Secretary concedes that CCTVsCwhich have been manufactured and used for at least 25 years or more
Care formally recognized by the federal Food and Drug Administration, as a Class I Medical Devices.  See 21 C.F.R. ' 886.5820; and Defendant=s Answer, & 23.  Medicare coverage for CCTV=s had been ordered on several occasions between 1980 and 1998.
  Neither magnifying devices, nor refractive correction devices like eyeglasses, can replace the function of the macula, or restore vision for a person with Plaintiff=s impairment.

D.  The Process for Seeking Medicare Reimbursement
      And Appealing Coverage/Payment Denials

Under the Medicare Act and regulations, beneficiaries must ordinarily obtain services or equipment before reimbursement can be requested.  See, e.g., 42 C.F.R. ' 410.12.  The medical professionals that prescribe or provide the service or equipment submit a claim for reimbursement to a designated fiscal intermediary that has contracted with the Secretary inter alia to process such claims.  The type of fiscal intermediary that initially processed the reimbursement claim for Plaintiff=s CCTV is referred to as a ACarrier,@more specifically a ADMERC@(which stands for ADurable Medical Equipment Regional Carrier@).

After receiving a claim, the Carrier makes an initial coverage determination, and informs the beneficiary of its decision by a AMedicare Summary Notice@ (see A.R. 183-184).  If a beneficiary is dissatisfied with a Carrier=s decision, s/he has the right to appeal.  At the time Plaintiff sought to appeal the coverage denial at bar, such appeals involved four stages, each of which had to be navigated before administrative appeals were exhausted, and a beneficiary could challenge the coverage decision in court.
  The first stage, called a ARequest for Review,@ was an appeal to the Carrier that made the decision.  See 42 C.F.R. ' 405.807.  If dissatisfied with the Review decision, the beneficiary could then, provided a $100 amount-in-controversy level was met, appeal that decision to a Carrier-appointed Hearing Officer.  See 42 C.F.R. ' 405.815.

Following the Hearing Officer=s decision, the next stage was, providing a $500 amount-in-controversy level was met, an appeal to a Social Security Administration Administrative Law Judge (ALJ).  Id.  Following an ALJ decision, a dissatisfied beneficiary then had to appeal to the AMedicare Appeals Council@ (A MAC@) (a/k/a ADepartmental Appeals Board@).
  See, 42 C.F.R. '' 405.855(c), .856.
  If dissatisfied with that decision, and meeting a $1,000 amount-in-controversy requirement, the beneficiary could then appeal the Secretary=s decision to federal court.  See 42 C.F.R. ' 405.857.  It is important to underscore that the MAC is the critical entity  the Secretary can use to enforce his coverage policies.  It is a single entity, through which any Medicare coverage decision that is appealed from anywhere in the country must ultimately pass.  If the MAC adopts a ruling that a medical service, supply or equipment cannot be covered under Medicare irrespective of medical need, that ruling will be applied to any appeal.

Plaintiff, assisted by her husband, was able to muster the considerable Atenacity, finances, and energy@ required to timely pursue all these appeal stages [see, e.g., Duggan v. Bowen, 691 F. Supp. 1487, 1504 (D.D.C. 1988)], and without legal representation..

 
Perhaps the most noteworthy aspect of these administrative appeal stages is that fully pursuing them regularly takes an inordinately long time.  Much of that time is taken up by the time it takes the Secretary=s agents to make decisions, especially at the ALJ and MAC stages.  Thus, in the case at bar, Plaintiff purchased the medical equipment prescribed for her in November 1998.  By a AMedicare Summary Notice@ dated March 26, 1999, the Carrier denied coverage (A.R. 183-84).
  It then took a year for Plaintiff to exhaust the mandatory appeal stages involving just the Carrier (A.R. 171-182).

Plaintiff requested a hearing before an ALJ, on April 25, 2000 (A.R. 170).  That hearing was not held until a year later (A.R. 20).  By a decision issued on June 12, 2001, the ALJ upheld the coverage denial (A.R. 30-37).  On July 21, 2001, Plaintiff requested a review of the ALJ=s decision by the Secretary=s MAC (A.R. 6-7).  That appeal sat before the Secretary for well over two years.  It was not until November 6, 2003, that the MAC issued its ruling upholding the coverage denial (A.R. 1-2).

For an administrative appeals process involving medical coverage to take nearly five years to run its course is disturbing in and of itself.  But in a case like that at bar, it was unconscionable.  A Medicare beneficiary should be entitled to expect that appeals will involve meaningful reviews of prior decisions.  Yet, while Plaintiff=s claim was being appealed through the mandatory appeals processes, the Secretary had already adopted a policy, Asecret@ in that it was not made generally known to Medicare beneficiaries, barring any coverage of CCTV=s.  Nonetheless, the Secretary required Plaintiff to pursue entirely worthless administrative appeal stages, with most of at least three years worth of the process taken up by the Secretary=s needless delay in communicating the pre-ordained decision.

E.  Medicare Legal Authority

The paramount source of authority for determining Medicare coverage is of course the language and legislative history of the statute itself.  See, e.g., Duncan v. Walker, 533 U.S. 167, 172 (2001); Duggan v. Bowen, 691 F. Supp. 1487, 1511-13 (D.D.C. 1988).  Of lesser, but still formidable legal authority and weight, are the regulations, which are formally published and adopted under public notice and comment procedures.  Of far lesser weight are a series of AManuals@ the Secretary has adopted and made publicly available since the early days of the program, that are compilations of the Secretary=s own interpretations of and guidelines for, inter alia, coverage requirements.  One such compilation, the Medicare ACarriers Manual,@ contains provisions discussing coverage of Durable Medical Equipment and prosthetic devices.

The Manual provisions are Asub-regulatory@ legal authority, that, although binding on the Secretary=s agents, are notCwith limited exceptions not relevant hereCbinding on the courts.  See, e.g., Hultzman v. Weinberger, 495 F.2d 1276, 1281 (3rd Cir. 1974).  But at least they have been codified, are made publicly available, and often reflect longstanding policy.  However, the Secretary and his agents also issue a broad range of other policy materialsCe.g., program and policy AMemoranda,@ Atransmittals,@ and ALetters@Cthat inter alia contain interpretive guidelines for coverage.  Although the Secretary always seeks to treat this material as authoritative and binding, it is not legally binding on the courts, and is regularly invalidated where arbitrary, capricious, and/or contrary to the Medicare Act and regulations.  See, e.g., Duggan v. Bowen, supra. 

Finally, in order to anticipate the discussion in Point III infra, and some of the arguments the Secretary may raise in his Answer Brief, it should be noted that there are at least two special conventions the Secretary seeks to use to adopt Medicare coverage policies: National Coverage Determinations,@
 and AAdministrative Rulings@
  However, neither of these conventions are directly relevant to this case, as the Secretary has never adopted a National Coverage Determination or Administrative Ruling regarding CCTV electronic vision enhancement devices.
II.  THE SECRETARY=s DETERMINATION DENYING MEDICARE

      COVERAGE FOR PLAINTIFF=s MEDICAL EQUIPMENT WAS

      ARBITRARY, CAPRICIOUS, NOT SUPPORTED BY SUBSTANTIAL

                  EVIDENCE, AND CONTRARY TO LAW

As discussed in this Point: Plaintiff=s CCTV satisfies longstanding criteria for Medicare coverage as Adurable medical equipment@and/or a Aprosthetic device;@ the Secretary=s coverage denial was not based on substantial evidence, medical or otherwise; and the Secretary has not disputed Plaintiff=s medical condition or the benefits of the CCTV, rather, the Secretary based his determinationCand a policy proscribing coverage in all casesCon arbitrary, capricious, and inconsistent argumentation that is unpersuasive and contrary to law; accordingly, the Secretary=s action herein must be reversed, and Plaintiff reimbursed for her purchase of the CCTV.

A.  The CCTV is Covered as ADurable Medical Equipment@
Medicare covers Adurable medical equipment@ (DME).  See 42 U.S.C. '' 1395k(a)(1), 1395x(n), 1395x(s)(6); 42 C.F.R. ' 414.202.  In fact, the Medicare Act has mandated coverage of DME since the Act=s inception.
  Section 1395x(n) sets forth the statutory definition of Adurable medical equipment,@ and provided, in the form in which it existed when this case arose (reprinted at A.R. 105), that DME:

Aincludes iron lungs, oxygen tents, hospital beds, and wheelchairs ...

used in the patient=s home ... whether furnished on a rental basis or

purchased; .... With respect to a seat-lift chair, such term includes

only the seat-lift mechanism and does not include the chair A
(emphasis added; non-pertinent language omitted).

The Secretary has acknowledged that this definition is broad and open-ended.  See, e.g., HCFA Administrative Ruling 96-1, reprinted at Medicare and Medicaid Guide (CCH), & 44,688 (1996-2 Transfer Binder); and discussed in Warder v. Shalala, 149 F.3d 73 (1st Cir. 1999).  While the statute mentions only a few examples (some of which are archaic), an extremely broad range of medical equipment has long been covered, see Medicare ACoverage Issues Manual,@ ' 60-9.

For at least three decades, the Secretary has employed four criteria to evaluate whether any particular equipment not among the examples specified in the Act is covered.  These criteria are themselves quite broad: (1) whether the equipment can withstand repeated use; (2) whether it is primarily and customarily used to serve a medical purpose; (3) whether it is generally not useful to an individual in the absence of illness or injury; and (4) whether it is appropriate for use in the home.  While these criteria were codified in the regulations in 1992, see 42 C.F.R. ' 414.202 (reprinted at A.R. 69), they had been set forth in '2100.1 of the Medicare Carrier=s Manual since at least 1975.
  The Secretary=s arguments notwithstanding; as the following discussion demonstrates, Plaintiff=s medical equipment clearly satisfies each of these criteria.

1.  Plaintiff=s CCTV satisfies the coverage criteria

    of 42 C.F.R. ' 414.202

a.  The equipment can stand repeated use

The CCTV electronic vision enhancement device prescribed for Plaintiff=s medical condition is heavy, durable, and made of hardened material (see, e.g., A.R. 7, 13, 27-28, 41).  There is no dispute over the conclusion that it can stand repeated use. 
b.  The equipment is appropriate for use in the home
As noted in the previous sub-point, a CCTV is, like a television or a desktop computer, clearly appropriate almost exclusively for use in the home.  Moreover, since it is mounted to a stationary table for use, a fact that makes it clearly appropriate for home use.  There is no dispute over the conclusion that it is appropriate for use in the home.

c.  The equipment is primarily and customarily used
     
     to serve a medical purpose
The only evidence in the record on this issue indisputedly shows that Plaintiff=s CCTV is prescribed for and used by individuals with medical impairments.  The Secretary=s agents argued that the equipment could be used by individuals who have no medical impairments but who simply want to have items enlarged so as to see them more easily.  Indeed, although the Secretary relied almost exclusively on such arguments (e.g., A.R. 173),
 there is no evidence whatsoever in the record that people without medical impairments obtain and use CCTVs.  Even assuming, solely for purposes of argument, that some healthy people might pay several thousand dollars to use a CCTV as a magnifier, that would not negate the inescapable conclusion that CCTVs are primarily and customarily used to serve a medical purpose. 

Moreover, the Secretary=s argumentation is unpersuasive.  There are many types of medical equipment that are unquestionably covered as DME, that could be used for non-medical purposes.  Thus, for example, a wheelchair could be used by anyone as a chair or seat.  A hospital bed could be used as a bed by anyone as a bed.  The fact that people could use medical equipment for non-medical purposes does not negate the conclusion that it is primarily and customarily used for medical purposes.  The fact is, medical equipment will only be prescribed by a physician for people who have a medical need for it; and Medicare will not cover any medical equipment that was not prescribed by a physician for medical use.

d.  The equipment is generally not useful to an individual
     
      in the absence of illness or injury

This criteria is actually a variation of the previously-discussed criteria.  There are many items of medical equipment for which Medicare coverage as DME is unquestioned, that would be extremely useful to individuals who are not ill or injured.  We need go no further than the wheelchair example; as noted, almost anyone could find a wheelchair useful as a seat.  However, medical professionals do not prescribe wheelchairs, or hospital beds, or CCTV devices, for people who have no illness or injury.
2.  The Secretary=s Policy to Prohibit Coverage of

                                        CCTV devices as DME is Arbitrary, Capricious,

     and Lacking in Merit
The arguments made by the Secretary=s agents to support his denial of Plaintiff=s coverage claim are not only lacking in merit, but inconsistent as well.  They seem more like rationalizations to support a pre-determined, albeit secret non-coverage policy. When the Carrier initially denied coverage in March 1999, its notice inaccurately stated that the equipment was a Ahand held low vision aid@ (A.R. 183, emphasis added, 58).  When Plaintiff called Carrier staff to question that decision, and clarified the actual nature of the equipment, she was flippantly told: Awell you don=t really need to watch TV@ (A.R. 40, 175).
  When the Carrier rejected Plaintiff=s initial appealC her Request for ReviewCno explanation or analysis was offered; its September 17, 1999 Review decision simply stated that the equipment Ais a non-covered item under Medicare guidelines@ (A.R. 179).  

The Carrier=s Hearing Officer, in her ruling at the next required appeal stage (A.R. 171-124), argued that the 42 C.F.R. ' 414.202 criteria were not satisfied, because the equipment was allegedly generally useful in the absence of illness or injury; i.e., that many people would find its Amagnifying@ powers useful (A.R. 173).  As discussed in Points II.A.1.c.and d., supra, this argument is lacking in both supporting evidence and consistent logic.  Moreover it is contrary to the evidence in the record indicating that the equipment is not simply a magnifying device.  The argument is mainly consistent with a policy against coverage of CCTV=s, which had already been adopted by the Secretary.

The ALJ, in reaching her decision, went so far as to argue that a CCTV did not even primarily and customarily serve a medical purpose!  She simply argued that it is Aconsidered@ an Aenvironmental control and self-help aid@ (A.R.  36).  Although the meaning of and authority for those classificationsCwhich are not in the Medicare Act or regulationsCis ambiguous at best, and it was not specified by whom CCTV=s are so Aconsidered,@ the examples the ALJ cited to illustrate her argumentCe.g., white canes and grab barsCare inapposite.  Neither item addresses vision impairments per se.  Moreover, the fact that Medicare does not cover a Awhite@cane for a blind person, while it does cover canes for people with physically impairments, speaks more to arbitrary and capricious coverage policies than anything else.

The Medicare Appeals Council relied on an entirely different rationale.  The MAC argued that coverage was excluded by 42 U.S.C. ' 1395y(a)(2)(7) (reprinted at A.R. 84), which, in relevant part, bars Medicare coverage for Aeyeglasses,@ and eye examinations for eyeglasses and Arefractive@ state.  That argument is arbitrary, capricious, and contrary to the Medicare Act.  The scope of that exclusion is explicit, and has nothing to do with Plaintiff=s medical equipment or her medical condition.  CCTVs are plainly not Aeyeglasses,@ and have nothing to do with refractive state (the type of problem eyeglasses are designed to correct).
  Plaintiff=s eye disease and the resulting loss of her visual functioning cannot be improved by eyeglasses.
 

C.  Plaintiff=s CCTV is Covered as a AProsthetic Device@
Medicare covers Aprosthetic devices.@  See 42 U.S.C. '' 1395k(a)(1),1395x(s)(8); 42 C.F.R. '' 414.202, 411.15(k).  Section 1395x(s)(8) defines the coverage as follows:

AProsthetic devices (other than dental) which replace all or part of

of an internal body organ (including colostomy bags and supplies...)

...and including one pair of conventional eyeglasses and contact

lenses furnished subsequent to such cataract surgery with insertion

of an intraocular lens.@ (Reprinted at A.R. 111).

As with DME, coverage of prosthetic devices has been mandated by the Medicare Act since the  Act=s inception,
 and the scope of the coverage is defined broadly.  Although the statutory and regulation definitions literally provide that prosthetic devices replace all or part of an organ, and  despite some of the arguments used by the Secretary=s agents, it has always been clear that it is the functioning of the organ that is being replaced.
  Plaintiff=s CCTV device satisfies the criteria for coverage as a  Aprosthetic device@ because it replaces all or part of the function of Plaintiff=s eyes.  It satisfies the criteria set forth in 42 C.F.R. 411.15(k) in that it is reasonable and necessary for the treatment of Plaintiff=s illness, and/or improves the functioning of her eyes. 

1.  The Secretary=s Contrary Policy Position is



     Lacking in Merit
As with his decision denying coverage for the equipment as DME, the Secretary relied entirely on arbitrary, capricious, and inconsistent argumentation to support his pre-determined finding that a CCTV cannot be covered as a prosthetic device.  The Carrier simply stated without explanation or analysis that the equipment is not covered by Medicare.  The Carrier=s Hearing Officer, though acknowledging that Aprosthetic devices@ cover items that Areplace all or part of the function of a permanently inoperative or malfunctioning internal body organ@ (A.R. 172), concluded that Plaintiff=s CCTV was not coverable because it did not Atreat@ the eye, and did not replace Aall or part of an internal body organ@ (A.R. 173).

That argument was not supported by evidenceCindeed, it was contrary to the undisputed evidence in the record.  Moreover, the Hearing Officer=s reasoning was lacking in relevance and logical consistency.  In order to make her point, the Hearing Officer sought to contrast CCTV=s with several items that are unquestionably covered as prosthetic devicesCparenteral and enteral nutrition, insertion trays, catheters, drainage bags, skin barriers, prostheses, cardiac pacemakers, etc. (A.R. 173).  But none of those items Atreat@ the affected organ(s) any more than CCTV=s  Atreat@ the eyes, and none of them replace the organs.
  Similarly to all those devices, a CCTV replaces the function of all or part of a body organ, Plaintiff=s eyes.  And the American Academy of Ophthalmology has so acknowledged (see, e.g., A.R. 165).

The ALJ took a different, albeit no less arbitrary and capricious approach.  Rather than address the undsiputed evidence before her, she relied on: (1) provisions in the ADMERC Supplier Manual@ asserting that Alow vision aids@ are not covered by Medicare, because they maximize residual vision rather than replace all or part of an internal body organ; and (2) a then recent MAC decision purportedly holding that CCTVs do not serve a medical purpose and do not improve the underlying condition of the eye.

With respect to the Supplier Manual provision, Alow vision aid@ is an ambiguous term that does not appear in the Medicare statute or regulations, and has no meaningful applicability to a CCTV.  One could as easily refer to a pacemaker as a Alow heart-function aid.@  Reliance on that ambiguous term (Alow vision aid@) was arbitrary and capricious, and not based on substantial evidence.  And, as already noted, CCTV=s definitely do replace the functioning of all or part of Plaintiff=s eyes.  With respect to the MAC decision, the prior discussions herein (e.g., at pp. 416, 16-17), supra, and all the material evidence in the record, demonstrate that CCTV devices clearly do serve a medical purpose, and do replace the functioning of Plaintiff=s eyes; and there is no requirement that prosthetic devices must improve the underlying condition of the affected organ. t

C.  The Decision of the Secretary Was Arbitrary, Capricious,

      Not Supported By Substantial Evidence, and Contrary to

      Law, and Must be Reversed

CCTV devices clearly satisfy longstanding statutory and regulatory criteria for Medicare coverage; and such coverage had been ordered by independent reviewers for many years prior to 1999/2000Ceither as DME, prosthetic devices, or both.  This is demonstrated by ALJ decisions from different parts of the country included in the record (see A.R. 16-19 [1994], A.R. 25-29 [1995], and A.R. 20-24 [1998]).  Moreover, research shows that such coverage rulings have been made at least as far back as 1980, see, e.g., Fair Hearing Decision in HIC ***-**-0658A, Medicare & Medicaid Guide (CCH), & 30,387 (1980 Transfer Binder).

However, in about 1999, the Secretary appears clearly to have adopted a Asecret@ policy (Asecret@ in that it was never formally published) to bar Medicare coverage for CCTV=s in all cases.  Implementation of that policy is evidenced by the MAC decision cited in the Carrier=s December 1999 newsletter for ALJs (A.R. 64-67, at 66), and the ALJ=s ruling herein (A.R. 36).  As is clear from those decisions, as well as the MAC=s decision in this case, the policy provides that CCTV=s will not be covered irrespective of any facts.

As demonstrated by the discussion in Points II.A. and B. supra, and the authorities cited above, the Secretary=s decision in this caseCand his no-coverage policyCare not based on substantial evidence, are contrary to law, and are based on arbitrary and capricious argumentation.  In addition, by not clearly and publicly informing beneficiaries that he adopted a policy barring coverage of CCTV=s in all cases, the Secretary forced Plaintiff, who was already 83 when her administrative appeals odyssey began, to waste precious years in exhausting the process, with the distinct prospect that she (and any similarly situated Medicare beneficiaries) might well never obtain independent judicial review.  As Plaintiff herself remarked, during her long wait for a MAC  decision: AAt the rate they are acting on this request, I will be long gone from this world [by the time a decision is issued]@ (A.R. 3).  If the Secretary had made his no-coverage policy clear, Plaintiff could have sought to expedite the process, and may have been able to promptly challenge it in court.  See, e.g., De Wall Enterprises v. Thompson, 206 F. Supp.2d 992 (D. Neb. 2002); Duggan v. Bowen, 691 F. Supp.1487 (D.D.C. 1988).  For all these reasons, the Secretary=s decision in this case should be reversed, and the court should direct the Secretary to immediately provide Medicare payments to Plaintiff for the cost of her CCTV, plus interest.

III.  THE SECRETARY=s COVERAGE DETERMINATION IN

        THIS CASE, AND THE POLICY BARRING  COVERAGE

        OF CCTVs ARE NOT ENTITLED TO DEFERENCE

Although this court should, for the reasons discussed supra, reverse the Secretary=s decision in this case, we wish to stress that there are several reasons why the decision merits less deference from the court than might otherwise be the case with other types of administrative agency decisions under other statutory provisions.

First, the Medicare Act has long been recognized as remedial legislation whose provisions are to be liberally construed.  Bohlen v. Richardson, 345 F. Supp. 124, 131 (E.D. Pa. 1972), aff=d sub nom Bohlen v. Weinberger, 483 F.2d 918 (3rd Cir. 1973); Sowell v. Richardson, 319 F. Supp. 689, 691 (D.S.C. 1970).  In addition, the courts early on ascertained that the purpose of Medicare is not only to ensure the availability of needed health services to its elderly beneficiaries, Hultzman v. Weinberger, 495 F.2d 1276, 1281 (3rd Cir. 1974), but A...to make the best in modern medicine more available ... to beneficiaries.  Rastetter v. Weinberger, 379 F. Supp 170, 172 (D. Az. 1974) (three-judge court) (emphasis added), aff=d, 419 U.S. 1098 (1975).
  The Secretary=s decision is inconsistent with those purposes.

Second, the two coverage categories at issueCDME and prosthetic devicesCare, as the Secretary has acknowledged, very broad, and the coverage criteria traditionally acknowledged by the Secretary are very broad.  See, e.g., HCFA Administrative Ruling 96-1 (cited at p.12 supra); and Points II.A. and B, supra.  The Secretary=s application of the coverage criteria in this case was unduly narrow. 

Third, the decision herein did not involve the amount of reimbursement, or findings that there were otherCwhether or not less expensiveCcoverable medical services and/or equipment that could address Plaintiff=s medical impairment. The Secretary has determined that Plaintiff=s CCTV cannot be covered at all; and has quite clearly adopted a policy proscribing coverage of CCTV=s for anyone, under any circumstances.  Courts long ago recognized that a determination denying coverage per se was especially significant, see, e.g., Bohlen, 345 F. Supp at 131, and the  Secretary has barred any coverage of CCTVs.

Fourth, this is a case where Plaintiff=s treating specialist prescribed the CCTV as medically necessary and appropriate for her medical condition.  While treating providers= opinions can certainly be questioned and contradicted, under Medicare law, and the Secretary=s own long-standing policies, their uncontradicted opinions are entitled to considerable weight.  Thus, the Medicare Carrier=s Manual, at '2100.2.A., has long provided: A[i]n most cases the physician=s prescription for the equipment and other medical information available to the carrier will be sufficient to establish that the equipment [meets coverage criteria].@ (emphasis added).  And see, e.g.,  Gartmann v. Secretary, 633 F. Supp. 671, 680-81(E.D.N.Y. 1986); Brewerton v. Finch, 320 F. Supp. 68, 69 (N.D. Miss. 1970).  The Secretary did not rely on any medical evidence.

Fifth, the Secretary is not without tools to bar coverage of equipment that has no proven medical benefit.  Most notably, the Secretary has long exercised the power to issue ANational Coverage Determinations@ (NCDs) for that very purpose.  However, among the salient features of NCDs is that they are supposed to be based on extensive, independent, and public medical evaluations, with outside input.  See, e.g., 52 Fed. Reg. 15560 (April 29, 1987) (describing the then-existing process); and 64 Fed. Reg. 22619 (April 27, 1999) (describing proposed revisions to the process).
  

The fact that such tools are available, but were not used regarding CCTVs, is another reason for granting less deference to the Secretary=s decision.  Moreover, even the Secretary=s use of NCDs has been subject to question.  Thus, for example, the Secretary formerly sought to keep the application of NCDs to coverage determinations a secret.  That practice was successfully challenged by beneficiaries in Jameson v. Bowen, No. CV-F-83-547 REC (E.D.Ca 1983), as a result of which the Secretary agreed to publicly describe his process for establishing NCDs, and to regularly publish any such determinations.
  Nonetheless, concerns appear to have persisted over the Secretary=s use of NCDs, culminating in amendments to the Medicare statutory appeals provisions that make it easier and faster for beneficiaries to obtain court review of them.  See ' 522 of Pub. L. No. 106-554 (cited in note 11, supra), inter alia adopting 42 U.S.C. '' 1395y(a) (last paragraph) and 1395ff(f).  The fact that there have even been concerns over the use of even NCD=s, suggests that far less deference is due the Secretary=s efforts to adopt unpublished coverage policies, through far less formal and medically-rigourous means.

The Secretary could have sought to develop a NCD regarding Medicare coverage of CCTV=s.  The Secretary could have sought to contest the medical opinion of Plaintiff=s treating specialist, and/or could have sought to introduce medical evidence in support of his policy against coverage of CCTVs.  The Secretary did none of these things.

Finally, it should be noted that the Medicare program covers a broad range of services and equipment that are used to diagnose and treat illnesses and injuries, and/or to improve the functioning of impaired body organs.  Some such servicesCfor example, many types of surgeries, or organ transplantsCcosts hundreds of thousands of dollars, and often are not even expected to prolong life or independent living for very long, if at all.  Plaintiff=s medical equipment, which was prescribed for her medical impairment, and which produces extensive, meaningful, and long-lasting benefits, costs comparably little.  Yet the Secretary persists in strained argumentation to bar coverage for it.  In this context, the Secretary=s failure Ato make the best in modern medicine@ available to her, is disturbing, and merits little deference from the court..


CONCLUSION
For the reasons set forth herein, Plaintiff respectfully requests this court to enter an Order and Judgment (1) reversing the Secretary=s denial of Medicare coverage for Plaintiff=s medical equipment; and (2) directing the Secretary to pay directly to Plaintiff the amount of money she paid for the equipment, plus applicable interest for the period from March 1999 until the entry of judgment herein.

Respectfully submitted,
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�  Reference to Athe Secretary@is a legal convention.  Although the proper party Defendant, the Secretary was not personally involved in any of the actions described herein; rather, he acts through a set of administrative entities and personnel (several of the entities are discussed in Point I.D., infra).  In addition ,  during the various time periods referred to in this Brief, several different persons occupied the position of  Athe Secretary.@    


�  Some aspects of these appeals procedures were revised by Congress in 2000, but, due to the effective date of the revisions, they did not apply to this case.  See note 11, infra.


�  See, e.g., 42 U.S.C. '' 1395d(a)(1), 1395x(q); 42 C.F.R. '' 410.3, 410.10.


�  See 42 U.S.C. ' 1395y(a)(1)(A) [a/k/a Social Security Act Section 1862(a)(1)(A)], reprinted in the Administrative Record (AA.R.@) herein at A.R. 83; and 42 C.F.R. ' 411.15(k).


�  The Medicare Act is lengthy, and addresses a large number of coverage, reimbursement and administrative matters in a codification structure that can be difficult for persons not intimately familiar with it to navigate.  It is the responsibility of the parties to guide the court to the provisions that are actually material to the resolution of this case.  We regret the fact that, at times, the record in this case is needlessly cumbersome due to the Secretary=s inclusion of lengthy statutory and regulatory material, of which only a few specific portions are material (see, e.g., A.R. 68-160). 


�  See, e.g., S. Rep. 404 (Finance Comm.) to Accompany H.R. 6675 (June 30, 1965), the key legislative report on the Medicare Act: AThe Committee=s bill provides that the physician is to be the key figure in determining utilization of health services....@ (emphasis added), 1965 U.S.C.C.A.N. at 1986; and see, e.g., Hultzman, supra, 495 F.2d at 1279; Brewerton v. Finch, 320 F. Supp. 68, 69 (N.D. Miss. 1970).


� See, e.g., Sterling Drug, Inc. v. Yarrow, 408 F.2d 978, 983-85 (8th Cir. 1969); Brisson v. Dept. of Social Welfare, 702 A.2d 405, 407 (Vt. 1997).  Macular degeneration is an impairment of the macula lutea, a small but critical section of the retina of the eye.  It is responsible for Acentral vision,@ the ability to see and distinguish objects in the center of a person=s field of vision.  The macula lutea enables individuals to read printed matter, recognize faces and myriad other things, and focus on small objects. 


�  Medicare coverage for CCTV=s was ordered in at least four reported decisions, going back at least as early as1980.  See note 9.  In addition, an FDA regulatory proceeding to classify them as AClass I@ Medical Devices suggests that they had been in use prior to 1976, see, e.g., 53 Fed. Reg. 46040 (November 15, 1988).


�  See, e.g., Fair Hearing Decision in HIC ***--**B0658A, Medicare & Medicaid Guide (CCH) &30,387 (1980 Transfer Binder); and A.R. 16-29 (copies of three ALJ decisions included in the record).


�  The companies contracting to process Medicare reimbursement claims are known as ACarriers@ if they process APart B@ claims, and AIntermediaries@ if they process APart A@ claims.  The claim at issue herein is a Part B claim.  Moreover, while for most Medicare Part B claims there is at least one Carrier for each state, in 1992 the Medicare system established four regional Carriers to process claims for medical equipment, prosthetic device, and orthotics.  See, e.g., 42 C.F.R. ' 421.210.  The Carrier/DMERC that processed Plaintiff=s claim is  APalmetto Government Benefits Administrators@ (a/k/a APalmetto GBA@).


�  This process was amended in several respects by '' 521 and 522 of the AMedicare, Medicaid and SCHIP Benefits Improvement and Protection Act of 2000" (known as ABIPA@), Pub. L. No. 106-554, Appendix H (December 21, 2000); however, pursuant to '521(d), the appeals process amendments were made applicable only to initial coverage/payment determinations made on or after October 1, 2002.  Be that as it may, the Secretary has failed to fully implement the BIPA amendments.


�  Although the Medicare regulations currently refer just to the ADepartmental Appeals Board,@ the Administrative Record includes references to the entity by both names.  Because this Brief cites to utilization of the term AMAC@ by some of the Secretary=s agents, for purposes of consistency we will just use the term AMAC@ throughout this Brief.  


�  The MAC is also authorized to review ALJ decisions on its own initiative.


�  The Secretary=s agents and the ALJ claimed that MAC rulings do not set precedents for any other cases (A.R. 36, 66).  However, the ALJ clearly relied on a MAC ruling, and were it to be shown that the MAC doesn=t treat its own rulings as precedential, its rulings would be arbitrary and capricious per se.


�  For reasons that are not fully clear, the Carrier=s notice erroneously identified the equipment as a Ahand held low vision aid@(emphasis added).  See, e.g., the discussion in Point II.A.2, infra.


�  See, e.g., 42 U.S.C. '' 1395y(a) (last paragraph); 1395ff(f)(1)(B); and 64 Fed. Reg 22619 (April 27, 1999)


�  See, e.g., Warder v. Shalala, 149 F.3d 73 (1st Cir. 1998).


�  See Pub. L. No. 89-97, ' 101 (July 30, 1965), enacting 42 U.S.C. ' 1395x(s)(6); 79 Stat. 302, 322.  Although the definition of DME was for reasons not pertinent hereto later also incorporated in 42 U.S.C. '' 1395m(2)(G)(13) and 1395x(n), with additional matters not relevant hereto being addressed, the core definition has always remained the same. 


�  Subsequent to the time this case arose, references to Ablood-testing strips@ and Aglucose monitors@ were added to Section 1395x(n).


�  The Carrier=s Manual was created in 1966, and amended many times since then.  The oldest version accessible to PlaintiffCwhich is located at the government documents room of the University of New Mexico=s Zimmerman LibraryCwhich did not retain all earlier versions of amended sections, shows that the above-cited provision existed at least as far back as 1975. 


�  At the ALJ hearing, the Secretary presented, as a purported medical expert, a physician whose specialty was urology (see A.R. 51).  This expert=s Amedical@ testimony consisted primarily of his asserting, based on discussions he had heard in the past, that CCTV=s are used by healthy people simply to magnify things (e.g., A.R. 193).  As discussed in the text, reliance on such Aevidence@ produces, as was noted in another context, Aabsurd@ results, see Duggan v. Bowen, 691 F. Supp. 1487, 1513 (D.D.C. 1988). 


�  As cited in note 4, supra, and the accompanying text, Medicare will not cover any services, supplies, or equipment that are not used to treat or diagnose illness or improve the functioning of bodily organs.  For many years, the regulation incorporating the medical necessity requirementCnow codified as 42 C.F.R. '  411.15(c)Cincluded a parenthetical illustrating this obvious point: A(thus, payment could not be made for the rental of a special hospital bed to be used by an individual in his home if it was not a reasonable and necessary part of the individual=s treatment);@ See, e.g., 20 C.F.R. 405.310(k) (1966).


�  These comments would be analogous, for example to simply calling intravenous feeding tubes Citems  that are plainly covered by MedicareCAplastic tubes,@ and stating that Medicare does not pay for gas siphons.  It should be noted that Plaintiff reported these comments when she first asked the Carrier to review its decision, see A.R. 175, 182), and that the Carrier has never disputed her report.


�  The Carrier, Palmetto GBA, reported in a December 1999 newsletterCwhich, curiously, it sends just to ALJsCthat the Secretary=s Medicare Appeals Council (MAC) had recently decided that CCTV devices are not Medicare coverable (A.R. 66).  Although the article stated that such decisions are not precedential, that is clearly not the case.  The MAC=s decision rejected coverage of the type of equipment per se, irrespective of the facts of any particular case.  


�  See, e.g.,Dorland=s Illustrated Medical Dictionary (30th ed. 2003), definition of refraction.  See also, e.g., the federal Food and Drug Administration=s AMedical Device@ listings, which, at 21 C.F.R. '' 886.5820-.5844, distinguish the nature and purpose of CCTV devices from the nature and purpose of  eyeglasses (as well as magnification devices).  See also, e.g,, Bockrath, Annot:@Liability of Optometrists or Opticians for Malpractice,@ 51 A.L.R.3d 1273, 1276 (AOptometrists cannot treat diseases of the eye, only correct refractive errors by exercise and eyeglasses.@ [emphasis added]).  


�  See, e.g., Brisson v. Dept. of Social Welfare, 702 A.2d 405, 407 (Vt. 1997) (ACCTVs are the only available treatment@) ; Sterling Drug, Inc. v. Yarrow, 408 F.2d 978, 984 (8th Cir. 1969).  


�  See Pub. L. No. 89-97, ' 101 (July 30, 1965), adding new 42 U.S.C. ' 1395x(s)(8); 79 Stat. 302, 322.  The original version of the section did not include references to any specific devices.  


�  See, e.g., S. Rep. No.404, supra note 6, 1965 U.S.C.C.A.N. at 1989, 2127; Medicare Carrier=s Manual '2130.A. 


�  If that were literally the case, then there would be, for example, tens of thousands of Medicare beneficiaries with pacemakers walking around with no hearts.


�  We trust that the Secretary will provide citations to any contrary ALJ decisions from prior to 1999, when, as discussed in the text above, the Secretary appears to have implemented a policy arbitrarily barring Medicare coverage of CCTV=s under all circumstances.       


�  The Secretary has elsewhere acknowledged this fundamental purpose.  See, e.g.,65 Fed. Reg. 31124, 31125-27 (May 16, 2000).


�  The Secretary also has, at times, adopted coverage policies through the use of AHCFA Administrative Rulings,@ see, e.g., HCFA Administrative Ruling 96-1, cited on p.12, supra.  Although such Rulings also purportedly involve extensive resort to medical analysis, the scope of their use is not clear.  For example, HCFA Ruling 96-1 involved a decision as to which of two coverage categories particular medical equipment should be covered under. 


�  See Medicare & Medicaid Guide (CCH) & 36,073 (1987-1 Transfer Binder) (2/20/87, 1987 Order Approving Settlement).  The 52 Fed. Reg, 15560 promulgation cited in the text above was required by this settlement
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