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Attached is a papes we have propared describing existing Medicaxe
policy on {nvestigational devices. This paper repressnts a
synthesis of Nedicare's policy on noncoverage of invest.gational
devices and policy of the Food and Drug Administration on

" {nvestigstional devices and device ¢lassitication. The _
dnformation presented is not new policy. It is a compilation and
explanation ©f existing policies pertaining to the application of
the "reasonable and necessary" requirement to the coverage of
gedical devices undar Medicare.

" Ve ircpazed this information as & gesource for you to use in
dealing with Questions and clains processing issues. Therefore,
1t is appropriste for distribution to 8ll Medicare contractors.

. 1£ you have any Questions on this paper, or waat to ghare
questions you get £zos your €ont-acsors, please contact
sharen Hippler, 410-966-4633.

A
Thomas A. Ault
| Attachmant
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GENTRAL WEDICARY POLICY

gection 1862(8)(3)(A) of the Sociel Security Act states, in pare,
that no paysent may be sade under Part A or B for any @xpenses
for items Or services that are not "ressonable and necessary” for
the diagnosis or treatment eof iliness or injury or to iaprove the
funetioning of a malfoermed Lody member. Hedicaze has
historically interpreted the statytory terms “reasenable and
necessary” to mean that a service must be safe and effective, and
not experimental. For Nedicars covarage pusposes, the tert
experimeatal is used synonymously with the term investigaticnal.

Instructions that Kedicaze contractors sust follow in applying
the “reasonable and pecessary” provision to medical devices are
sst forth $n section 3151.1 of the Intermediary Xanual, section
2303.1 of the Medicare Carrisrs Nanual, and section 260.1 of the
Bospital Manual. Those sections, whose wording is identical,
read a5 follows: .

Nedicsl devices which have not deen approved for marketing
by the Food and Drug Administzation (FIA) are considered
investigationsl by Medicare and are not reasonable and !
necessary for the diagnosis or treatment of illness or
injury, or to dmprove the functioning of a malformed body:
mexber. Program payment, thersfoge, mey not dbe sade for
medical procedures ¢r services using devices which have not
been approved for marksting by the FDA.

This lengstanding policy, which {8 binding on ocur contractors,
explicitly sxcludes from coverage devices, and sarvices using
devices, that Rhave not been ayproved for marketing by the FDA.
This policy applies to any dsvice that {8 subject to FDA review.
Thae Medicare manvala do not allow any exceptions to this policy.
)/ Endnote

COVERAGE OF SERVICES RELATED 70 YNVESTIGATIONAL DEVICES

|
Other sanual {astructions at section 3101.14 of the Intermediary
Manual, section 2300.1 of the Kedicare Carziezs Nanual, and
saction 310.12 of the Mospitel Manual, exclude coverage of
services related to an investigational service/device. These
manudl sections state that:

Services "related to" noncovered services (e.g., cosmetic :
surgery, noncovered organ transplants, moncovered astificial
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organ implants, etc.), including services related to
followup care and complications of noncovered services which
require treatment during a hospital stay in which the
nogfoverad service was performed, are not covered under !
Medicare. -

Therefore, national policy not only precludes coverage of
investigational devices, and services using such devices, but ;
also mervices reslated to the use of investigational devices when
they are provided as part of a covered hospital stay. ;

Payment outccmes that may occur when an investigatiocnal device is:
implanted during a hospital stay are as follows: '

rirst, if the patient is admitted for a medically
appropriate reason (e.g., "heart problems”) and it is
decided after the admission to implant an investigaticnal
device, Medicare would not pay for the surgical procedure.
The hospital would be paid for a non-surgical admission
under the appropriate Diagnosis Related Group (DRG). 1In
effect, payment for items and services related to the i
implantation would be excluded, but payment may be made for
care rendered duri{ng the hospital stay that i{s not related
to the implantation.

Second, if the admigsion is for the purpose of implanting an
investigational device, the entire hospital stay is denied
and no payment is allowed.

Third, the physician's services related to tha implantation

of an investigational device are not covered irrespective of

the circumstances. i
It is important to note that, even in the case of FDA-approved |
devices that Medicare may ozdinarily cover, such coverage is ;
still predicated upon the davice being medically necessary for
the patient for whom it is prescribed. 1In the case cf cardiac |
pacemakers, for example, our instructions are Qquite specific as |
to the proper determination of coverage, net only with respect td
the patient's medical need for such a device, but alsc the type |
of device (single or dual-chamber pacemaker) that is medically
necessary for that particular patient. ‘

FDA Device Classification

In accordance with the Federal Food, Drug, and Cosmetic Act
(FFDCA), the Food and Drug Administration (FDA) is charged with
the responsibility for ensuring that medical devices are safe and.

|




MAY-18-1995 17:82 FROM ADMINISTRATOR’S OFFICE 10 94562878 P.BSI

Pag; 3 - Investigational Devices

effective befors they are sllowed to be marketed. FDA's |
~suthority to regulate medical devices arises in part from the |
Food, Drug, and Cosmetic Aet (FDC Act) of 1538 as amended by the:
Medical Devices Act of 1976 (the 1975 amendments). Under the
1976 amendments, dovices are divided inte pre-amendment devices,
i.e., those in commercial distridution prior te MNay 28, 1976, and
post-asendaent devices, 1.¢., thope devices 2izst in distribution
on or after the enactment of the 1976 amendments. All devices
axre then furthsr classified, usually by rulemaking, into one of
three classes, depending on the degree of regulatory comtrol|
ascessary to assure ssfety and effectiveness. Generasl statutory'
standards for determining the safety and affectiveness of devices
are set forth in the FoC Act (3! U.§.C. sections 360c(a)(2) end
(a)(3)). These standards are¢ implemented by regulations set!
forth at 21 C.F.R. section 860.7. .

"'Class I devices are the least regulated devices. Thaese aze @ -
devices that FOA has determined need be subject only to general
controls, such as good manufactuting practice regulations. Class
II devices are those wiich, in addition to general controls,
zoquire special contrels, such as performance standards or |
postaarket surveillance, to assure safety and effecti{veness. |
Class IIl devicas are these which cannot be classified into Class
I or Cless Il becauss insufficient information exists to '
determine that sither gpecial or general controls would provide
ssasonable assurance of safety and effectivensss (21 U.5.C.
section 360c(a)(1)(C)).

FDA has & statutory obdligation .o svaluate and Classify pre-:
amendnméni devices by regulation into the above three statutery
categories (21 U.65.C. sections 360¢c, 360e(b) and (1)). A pre-
azendment Class III device may be commercially distridbuted | !
without a PMA from YDA until 50 days after FDA, by rulexaking,
geguires the £iling of a FPMA with respect to that particular!
device {21 U.8.C sections 351(f)(2) and 350:1; Aceerdingly, pre-
agendment Class III devices, such as breast implants and heatt
valves, may be legally markested for years without pre-market|
approval until the cate the FDA requires £iiing of PMAs for the '
pasticular pre-amendnent Class 11l device. | :
|
- The eornerstone of the regulatery systen for post-amendment |
device classification is section 510{k) of the YDC Act (21 VU.S.C.
section 360(k)). This section xeguisres first-tize marketers of
devices to roport to the YDA 90 days before introducing or |
delivering for Aintroduction into commerce & device intended for
husan use. Under this 510(k) :ciulutory schema for post~ | ;
anendment devices, 8 nev device is regulatod {n the saze manner
a2 & Class I or 1l post-gmendment device 4f the YDA £inds thht it
‘s “gudatantially equivalent™ to a Pre-anendment device or a|
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|
|
|
| - !
Class I or 1II post-amendment device (21 U.S,C. section 360(k)).

A post-amendment device that is not substantially equivalent to a
legally marketed predicate device (i.e., a previously legally !
marketed device to which it is substantially equivalent) is '
placed in Class III, requiring pre-market approval, unless {t 15)
reclassified pursuant to petition (21 U.S.C. section 360c(f)). |

Investigational Device Exemption (IDE) Devices !

FDA's requirements for investigational use of devices vary g
dependinq on whether the devices are "significant risk" devices |
or "insignificant risk" devices (21 C.F.R. section 812.3(m)). }
Investigations of significant risk devices are subject to :
‘'detailed regulatory control and require both hospital i
Institutional Review Board (IRB) and FDA approval. An unapproved
Class III device may be investigated under an investigational !
device exemption (IDE) (21 U.S.C. section 360j(g)). A sponseor of
such an investigation must submit a summary of the ;
investigational plan to FDA, including the purpose of the ‘
investigation, intended use of the device, a protocol descrlbxng
the methodology, risk analysis, monitoring procedures, labeling
stating the product is f{nvestigational, informed consent
materials, IRB information, and a reporting of prior
investigations (21 C.F.R. section 812.20).

If approved, the IDE will permit the device tc be available in a
limited number of sives, for a limited number of patients, and
under the supervision of {dentified researchers. FDA regulations
prehibit manufacturers or jinvestigatora from charging for
investigational devices g price hi~her than the costs of
manufacture,- research, dovelopment, and handling (21 C.F.R. !
section B12.7), An IDE .l.ll not be approved if: (1) there are
reasons to believe that tl> risks to the subjects are not i
outweighed by the anticipated benefits to the subjects and the
importance of the knowledge to be gained; (2) informed consent is
inadeguate; (3) the investigation is scientifically unsound; or
(4) there is reason to believe that the device is ineffective (21
F.R. section 812.30).

Premarket Approval Applicatiens
FDA will issue an order approving a PMA if it finds that none of

the grounds for disapproving an application exists (21 U.S.C. }1

gsection 360e(d)(1)(A)). Accordingly, in order to approve a PMA, !
FDA must find that (1) there is a showing o0f reasonable assurance!
that the device is safe and effective under the conditions of use!
prescrlbed, recommended, oy suggestad in the proposed ladeling;

|
|
|
B
|
|
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- (2) the methods used in, or the facilities or contzols ulo& to:i
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device conform to the Teguirements of 21 U.5.C. section 3603; (
the proposed labeling £ not false or misleading; and (4) -
dequate informpation exists to Justify & deviation from a
peorformance standard 1f the device €05 not conform to a
 performance gtandard in ¢ffect that is a condition to approval of
the applicatien (21 U.5.C. section 360e{d}(2)).

Zabeling of Medical Devices

|
|
|
k
Approved devices (PEA devices), as wvell as gome cleared devices
{substantinlly eguivalent devices that are zeferred to as 3510(k)
devices), have official labels listing the apdroved as well ac |
contra=indicated uses (21 CrR BO1l, Subpart A--General labdeling i
Provisions). Devices that are deing tested under an IDE must be!
labeled in accordance with 21 CFR 612.5. An IDE device that 7
poses significant risk must have an FDA-approved protocol ;
zregarding the {nvastigational use of the product. If the device
i1s of nonsigaificant zisk, only IRB approval of the protocol is |
required. Exzamples of the type of informatien included {n the |
protocol would be patient selection eriteria, disease conditions
and the conditions under which trestment is provided. Also, all:
devices under sn IDE (unless already legally marketed for anothef
‘intended use) must include a precautiocnary statement in a i
prominent fosltzca that states: "Caution = Investigational !
device. Limited by Fredezal (or United States) law to ?
investigational use.” ;

Patient Consent—Sarticipation in ¢n IDE

The FDA reguires that the sponsor manufacturer ensure that all
clinical investigatess cdtein a signed consent docusent for all
patients participating in an IDE ¢linicel trial.

e of - ved Device IDE Devi

If a coubination ©f devices has an FDA-approved component gnd a
aecond gomponent (which has not besa approved £o0r any use) which
must be used ia coabimation to achieve the intended effect, the
cozbiaed use is sudject to the :tiulxvmant of the IDE approved
protocol, L.e., the conbined use {3 considersd investigational.
It a combination of devices has an approved eomponsnt and an IDE
cozponent, but the components 8¢ not required to be used n
conbination, the use of the approved component is censidered to
fall within the scops of the practice of medicine.

¢

|
|

|

\

the manufacture, processing, packing, or installation of such J' E
)

i

|



MAY-10-1995 17:84 FROM ADMINISTRATOR’S OFFICE TO 945626878 P.@B

Page 6 ~ Invegtigational Devices

Vhather the cosbination of two FDA-approved devices in one
procedure is considered to have IDE status is dependent on the
device's approval Dy FDA az well as how the particular device is |
defined by PDA rzegulations and lebeling. Por exanple, approved |
Sutomatic implantable cardfo-defibrillaters (AICDe) and deads may |
. De inter-changed, {.e., the labeling would not preclude this use. |
YDA ordinarily, and in this case, regards such unlabeled (or off-
debeled) use to be the practice of xedicins. : :

|
|
l
!
i
|
l
|
|
l
|
[
I

FURTHER . SSION OF JCARE'S POLICY:

A medical device is considered investigational i¢ 4t has not |
completed the applicable clearance {510(k)) oz approval (PMA) |
process that a manufecturer, in accordance with FDA's
Tequirements, must complete defore it is allowed to fully market
.1ts product. 1Investigational devices, services usin such :
devices, and services related to investigational devices are not |
covered by Nedieare (IM 3151.1 and 3101.14, MNCN 2303.1 and
2300.1. KM 2€60.1 and 210.12). (For excepticns see 1/ endnote.)

ladel e of Bevices

I

An approved or cleared device may be covared by Medicare for a |

labeled indication and, based en contractor discretion, for an !

unlabeled use as long 88 this does not conflict with PFOA :

Tequirements. For example, an approved cardiac C€atheter, whose |
dabel enly includes & diagnestic -ausvation, may be covezed by a
contrector for an unlabeled therapeutiec indication, based on the

|

|

contractor's detezmination that the unlabeled use is safe and
effective.

se of Approvad Device Wi an IDE viee

12 an approvad cardiac defidrillater er pacenaker ${s used with
investigational leads, the FDA considers the combired uss to bo-
investigationsl. Therefore, both devices would De excluded fzoz
coverage. (Laads ars tiny coated wires that age isplanted forx!
uss with pacezakers and defibrillators to both gense and gespond
to the patient's cardiac activity. ZThey are an essontisl i
conponent ©f an i{mplanted pac 8% Or defibrillater systen.) L |
However, whea both the AICD or pacenaker and the leads have been
approved by FDA, even though not approved for nse with sach
Othex, FPDA ordinarily rwgards such use to be the practice of o

Redicine, and has not sought regulatery conteol of sueh
practices.




-1 D .
MAY-18-1995 17:94 FROM ADMINISTRATOR'S OFFICE TO 894562878 P.@S

’ :

Page 7 - Invaestigational Devices

!
f
,f

Relationship of IDE Devices to Cprrent Nedicars Pelicy

Medicare does not cover devices which are not yet approved dor
cleared by FDA. Although FDA lav and regulations permit _
manufacturers to charge patients for some or all of the cost of
dovices used ia ¢clinical trials, such charges represent charges
ﬁ::inoncevozod itams and gervices and are not payadble by g

care. > :

*ton avesticationa

Kedical and hoagital sexvices related to followup care and |
complications of noncovered services which require treatment
during the same hospital stay in which the noncovered service was
pezformed, (such as implantation of an investigational device) |
are not covered, even Lf chey are the types of sesvices that are
ordinazily covered by the Nedicare pregraz (IM 3103.14, MCM|
2300.1, and HN 210.12). Once the patient has left the hospital,
however, medical and hospital services that may be required to
trest & condition or complicetion which arises as a result pf the
aon-covered hospital stay may be coversd, provided that :heF ave
medically necessary for that patient. | ro

IMS OPERATION 2 )

, i
| I
i

. r !
The current i{npatient hospital claim form (HCFA 1450) dans}aat(
eall for the informatien necesssry for identifying the type of
nedical gevice used oF billed for. rFocused medical review is |

negded to deternine what type of device is used and whether itiis
FOA approved or investigational. ' )

|
LIMITATION ON LIABILYTY ;
Itams and !0:v;g|!.gez ¥hich Assignaent s Taken '

Items and services thst are denled on the Basis of ssction
1862(a) (1) of the Social Security Act as not "reasonadle
necessary,” and that are furnished by providers and by suppliers
in which assignment is taken, are subject to the limitatica en
1iability gzcvll;an under section 1879 of the Social Becurity|
Act. Section 1879 permits Wedicare payment to be made £o0f such
services that are denied 4s medically unnecessary when naither
the beneficisry nor the provider or supplier knew, o cou
Teasonadly have heesn expected to know, that payment for the

E
|
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gservice would be denied. When the beneficliary did not have such

knowledge, but the provider or supplier knew, or could reasonably'

have been expected to know, that Medicare payment would be
denied, the liability for the charges for the denied gervice
‘rests with the provider or supplier. When the beneficiary knew,
or could reasonably have been expected to know, that Medicare

payment would be denied, the liability rests with the
beneficiary.

In every such case where limitation on liability may apply, a \
determination must be made as to whether the beneficiary and/or |
the provider or supplier knew, or should have known, that I
Medicare payment would be denied. Absent evidence to the '
contrary, the beneficiary is presumed not to have known that ‘
payment would be denied. Evidence to the contrary generally must
establish that proper written notice was given to the beneficiaryi

prior to receiving an item or service (see "Proper Notice"
Reguirements below).

Under the limitation on liability provisions, one of the

following results will occur with respect to liability for the
charges for the denied service:

o The provider or supplier does not give the beneficiary

' proper written advance notice, and it is determined that the
provider or supplier knew, or could reasonably have been
expected to know, that Medicare payment would be denied.
This situation includes instances where no notice is given
or the notice does not meet Medicare requirements for
“proper notice." In this casc, liability for the charges
for the denied service rests with the provider or supplier.

o The provider or supplie. gives the beneficiary proper i
written advance noticeé. In this case, since the beneficiary
had knowledge, prior to receiving the service, that Medicare
payment for the service would b Jenied, liability for the
charges for the denied service rests with the beneficiary.

o The provider or supplier does not give the beneficiary
proper written advance notice and it is determined that the
provider or supplier did not know, and could not reasonably
have been expect to know, that Medicare payment would be
denied. In this case, Medicare payment is made for the |
gervice because neither the beneficiary nor the provider or
supplier knew, or could reasonably have been expected to
know, that payment for the services would be denied.

|
R
l.
|
|
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';tC|s ;ggisczv;ggg for Which Ass{gnment Is Not Taken

The section 1879 limitation on liability provisions do net apply
to items and services for which assignment is not taken.
However, under section 1842(1) of the Social Security Act,
physician services for which assignment is not taken that ace
denled as "not Teasonable and necessary” are sudject to ceztain
zefund zequiraments. Undar section 1042{1), & nonparticipating
physician who does not accept assignaent in a particular ease

must refund to the Deneficiary any amount collected for a service

which he furnished to the beneficiary if the service is denied os
"not reasonable and necessary"” under section 1862(a)(1}. !
HBowever, refund (s not required if: !

° The physician informed the beneficiary ia advance that
' Medicare was likely to deny payment for the secvice and,
after being so inforsed, the beneficiary agreed to pay (soe
»proper Notice™ Requirements below), ©r

© The fhyzicinn did not know, and could not geasonably have
Deen expected to know, that Xedicare would not pay for the
service.

'Refund Reguirements feg Durable Medical Equipment (DME) Suppliers

The Soclal Becurity Act Amendments ©f 1554 (enacted October 31,
1954) imposed newv liability Pequirements on suppliers of DXE.
Under this nevw legislation, & DXE supplier must refund to &
beneficiary any amount paid by the beneficliary for an item for
wvhich Medicare payment iz denied bsCause:

The DME supplier knowingly contacted the benefjiciazy In
violation of telephone solicitation provisions in section
1834(a)(37)(A) of the Sociel Security Act (sectlions
1834(a)(18) ana 1879(h));

The DNE supplier did not meet supplier mumber requirements
ander section 1834(J)(1) of the Gocial Escurity Act
(sections 1834(J3)(4) and 1875(h)); o

o The DME carrier fssued an advance denial under section

1834(a) (318} of the Becial SBecurzity Act (sections 1836(3)(lf

and 1879(h)).

: These provisiens apply to stems furnished on both an sssigned qha_

unassigned basls.
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l
In addition, itexs provided on an unassigned basis that sre |
denled under section 1862{a)(1) as "aot reasonadle and necessasy"
axe alse subject to the Fefund reguiraements. : |

In all of tde above cases, refunds are not reguired if: I |

©  The DM supplisr informed the beneficiary in advance that|
Medicaze waz likely to deny peyment for the item and, after
being so informed, the bencficiary sgreed to pay (see !
"Proper Notice" Regquiraments below), or |

° The DNE supplier did not know, and could nrot reasongbly n+ve :
: beer sxpected to know, that Kedicare would not pay fer the .’
ftenm, i !

SProper Notice” Rsguirements

“propez motice” means that, in advance o0f the furaishing of an
item or service, the beneficiary is provided with sufficieat '
intormation, in u:itiag, to enable him or her to understand ()
that Nedicaze payment for that pazrticular {tem or service u1:1 i

likely be denied, anrd (2) the reasons why the provider or
supplier believes that payment will be denied (i.e., why the
setvice is not coveresd). Buch a notice allows tha daneficis
make an informed consuzer decision as to whether to ebtuin the
item 2= service &t his or her own expense.

to|

advance notice: |
Provider/Supplisr Notice ‘ ' L
1 !

"Nedicaze will only pay for services that it determines | |
$0 De ‘reasonadle and necessary’ under section 1862(s)(l) of
the Nedicare law. If Medicare determines that a particulev!
service, although it would otheruige be covered, is ‘act
Teasonadle and necessary’ under Medicare program standards,
Medicare will dany payment for that service. I believe
that, in your case, Medicare is likely to deny payment for

seci pareicular service(s gor the follewing :'an: :

.

The following stateasnts would satisfy the requirement for pr#pc:;
| !
|

(8
(&
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W&t | E

*3 have been notified by my providar/supplies that he or she |
believes that, in my case, Medicare (s likely to deny o

yment for the services identifled adove, for the reasens
sgated. If Nodicare denies paynent, I agree to be
personally and fully responsidle for payaent."”

NOTE: While the beneficiary's agreemsnt to pay 48 requized
. under section 1842(1) of the Socisl Security Act and the
new DME refund reguirezments, Bo Such requirement exists
uader the Section 1879 limitation on liebllity :
provisions. However, in our srogran instructions
(Médicare Carriers Manual §7300.5(A)), we suggest that
the baneficiary sign the sgreement. If & beneficiary's
signature {5 abasnt, in the case of a dispute about the
beneficlery's ajrecment to pay, the beneficiary's
allegations will de given credence. .-

Attachaents

1/ Endnote I:

;n;;gacular Lenses _(JOLS)

J0Ls wers initially covered under Ned!-_-° ag the reesult o Congress
stipulating that YDA ensure thelz availadility even though still in
IDE status. As numercus IOLs are now approved by FDA, BCFA is in the
process ©f withdrawing coverage of investigational IOLs.

Preast Implants

Nadicase continues to cover silicone gel-filled breast implants ferF

zeconstruction even though FOA has called for clinical data in suppert
of the safety and effectiveness of currently marketed implants. Ald
anew applications for thase implants must Zollow DA IDE regulatiens
Sased on advice snd informastion froa FDA we ‘have determined that
preast implants are not experimsntal within the aanntag of section
1862(a)(1)(A) of the Bocial Becurity Act and consequen ly, can
continue to be coversd ander Medicare.
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PAUL D, WELLSTONE H . COMMITTEES:
MINNESOTA , ENERGY AND NATURAL RESOURCES
LABQOR AND HUMAN RESOURCES

MinNgsaTa ToLL FREE NUMBER:
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WASHINGTON. DC 20510-2303

To: Chris Jennings
Fr: Alex Clyde _
Re: Medicare reimbursement fo# clinical trials involving IDE‘s

Da: April 21, 1995

As we discussed, Senator Wellstone has been contacted by a number
of constituenta, including Medtronic, Mayo Clinic, and St. Jude
Medical, regarding HCFA’s refusal to pay for any of the hospital
or medical costs for patients in clinical trials involving an
IDE.

I have attached a four page summary of the situation, as well as
a two page summary of proposedilegislation. Our hope is that
this problem could be resolved; adm;nLSLratLvely as a part of
overall requlatory reform and that legislative action would not
be necessary. _

You mentioned on the phone that there might be some interest in
talking this through. Representativas from Medtronic, Mayo
Clinic and St. Jude Medical would be delighted to meet with you
or whoever you think the appropriate person would be. They are
getting ready to introduce legislation and have been 'working on
developing bipartisan support.! I know, however, that they would
be grateful to see the problem isolved without having to deal with

a protracted political battle..

I will contact yon next week to see if you think there is
anything the Administration can do on this. Also, please feel
free to contact me at 224-8455 lf you have any questions. Thanks
for your help. _
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»  Fulfills the original intent of Medicare that beneficiaries get access to the Lutest

technology.

*  Promotes innovation and research !n new medical tachnologles.

° Is budget neutral, and imposes no n@w costs for the Medicare program.

_® Does not compromise safety.
/ HCFA'S CURRENT POLICY 18 UNFAIR |

|
Suppose you're on Medicare and your docior recommands a cardiac fot
your heatrt. You and your doctor face this dilemma. Your doctor could use a curvent
pacemaker product which, while adequate and safe, does not represent the latest

technology. Medicsre would pay for all the costs. -

What if your doctor feels you would do batter with the latest model pacamaker,
which i undergoing FDA-su ed clinical trials unhder an IDE (investigational
device exemption)? 1t is smaller, lasts langer, is maore reliable, has features allowing
tho doctor to monitor your heart condition with lese frequent and shortet office
visits, and 13 on the market already in Eurdpe. Today, under HCEA policy, that
device is not available to you.

Here's another example. You are dlazlosid with heart disease and require a new
heart valve. Your doctar recommends a tissue valve. The newest tissue valves on

the market have the potential to last significantly Jonger than current models.

|
Longevity of a valve matters to you, since heart replacement surgery is lengthy,
complicated and expensive. It involves cracking open your chest, stoppling your
heart and replacing a diseased valve withia prosthetic device There s y a
one week hospital stay and a long recuperation pariad. Under current HCFA policy,
your surgeon and the hospltal probably will not offer you a choiee of this innovative
new product because FDA-supervised clinfcal trials will not be reimbursable wnder -
current HCFA policy. :

|
The Medicare law requires coverage of all "reasonable and necessary” services. It
does not exclude coverage for nsw technologies that n:hfm of dinical trials.
HCFA (Health Care Financing Administration) has decided to exclude coverage for
medical devices made available under IDEs. While HCFA argues that the exclusion
appears in varjous instructions and letters to Medicare contractors, the Instructions
are subject to unclear interpretations and have not been implemented consistently.
HCFA justifiss the @xclusion on the grounds that it has no way to determine
whether such TDE devices are safe and effective. But this §priores the fact that the
FDA, in granting an IDE, has found the dévices suffidently safe and effactive to
proceed with the superviged elinical trials under the IDE, and the physidan and
patient have concluded that the IDE device is the best treatment alternative.
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about 135 hospitals that had scught reimbursement for procedures in which

investigational devices were This approach has brought many clinical trials in.

acadaic regearch programs and major hogpitals o & halt Tids bill 15 intended to
assure continued access by Medicare bensficlaries to these clinical trials.

|
The Medicare Act intended to cover the réasonable costs of eervices including “new
services and techniques as they are adopted in the future.” This bill ensures that
bensficiaries will have the opportunity to get state-of-the-art medicine. The curent
blanket exclusion of coverage far all costs assodated with the use of investigational
devices deprives seniors of the benefits of the newast technologies.

l

HCFA's refusal to pay any of the hospital or medical costs under an IDE s seriously
damaging the research function of academic madical centers and major hospitals.
Clinieal trials are the life-blood of information on the benefits of new technologies.
Trials should include patients who are intended to benefit from them, induding
patients over 65 years of age. :

I Budget Neutral ;

This bill does not add to the costs of the Liediwe program. If a procedure fnvolving
an investigational device is used, no payment will be made unless there would

'have been payment {f an FDA-approved device had boen used or an alternative

procedure performed. In addition, any payment that is made will not exceed the
amount that would have been paid using an FDA-approved device, an alternative
procedure, or a Jesser amount If the Secretary determines it is necessary to assure
budget neutrality. j

Docs Not Compromise Safety

Devices used in IDEs are subject to extensive FDA control. Manufacturers must
submit a detailed application which includes a comprehensive description of the
device and the investigational study, a complete report of all priar investigations, a
description of the methods, facilitles and controls used for manufacturing,
processing, and storage, and copies of all materials distributed to Institutional
Review Boards (IRBs) that approve the trials and to patients to obtain informed
caonsent. r |

FDA will not grant an IDE {f it determines'the risks to patients are outweighed by
the anticlpated benefits. It Iimits the use to spedfic sites and specific numbers of
patients. Trials can be terminated at any time. During this investigational phase, the
manufacturer is prohibited from promoting or commerdalizing the device or
charging a price that exceads the amount necessary to recover its costs.
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