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DEPARTMENT OF HEALTH & HUMAN SERVICES [Rnaneirtg Admirrisiraiion 

Memorandum 

DEC 281994 

moNt Director 

Soreau of Policy DovelopMnt 

SUBJKCT: ll»die«r« Coverag* of xnvostlgational D«vioes 

TOx All Regional WainIstrators 
i 

Attached it a paper ve have prepared detcribing existing Kedicare 
policy on inveatigational devices. Thie peper represente a 
syntheeis of kedicare*• policy on noacoverage of inveet.gationai 
devices end policy of the Food and Brug Administration cn 
inveatigational devices and device elaasiflcatlon. The 
information presented la not new policy. Xt le a eonpilation and 
explanation of existing policies pertaining to the application of 
the "reasonable and neceiaary" reguireaent to the coverage of 
•edical devices tinder Medicare. 

Ve prepared this infomatlon as a resource for you to nee in 
dealing vith oueetions and elalas processing issues. Therefore, 
it is appropriate for distribution to all Medicare contractors, 
if you have any questions on this paper, or want to share 
questions you get froa your contractors, please eontact 
Sharon Hippler, 410-S66-4633. A 

Thoaas A. Ault 

Attachment 
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—fllcara Policy with Respect to 
" leos Device! 

Section lf62(e)(l)(A) of the Social Security Act states, in part, 
that no payaent stay toe aide under Fart A or fi for any expenses 
for iteas or services that are not "rassono&le and necessary" for 
the diagnosis ar traataent of illness er Injury or to improve the 
functioning of a aalforned body teaber. Kedicare has 
historically Interpreted the statutory terms "reasonable and 
necessary" to aeaa that a service suat be safe and effective, and 
not experimental. For Medicare coverage purposes, the term 
axperiseatal le used synonymously with the term investigational . 

Instructions that Medicare contractors Bust follow in applying 
the "reasonable and necessary" provision to medical devices are 
set forth in section 3151.1 of the Intermediary Manual, section 
2303.1 of the Medicare Carriers Manual, and section 260.1 of the 
Bospital Manual. Those sect lone, whose wording is identical, 
read as fellows: 

Medical devices vhich have not been approved fez marketing 
by the Food and Drug Administration (FSA) are considered 
investigational by Medicare and are not reasonable and 
necessary for the diagnosis or treatment of Illness or 
Injury, or to Improve the functioning of a malformed body 
member. Program payment, therefore, auy not be made for 
medicel procedures or Services using devices vhich have not 
been approved for marketing by the FDA. 

This longstanding policy, vhich is binding on our contractors, 
explicitly excludes from coverage devices, and services using 
devices, that have not been approved for marketing by the FDA. 
This policy applies to any device that is subject to FDA review. 
Tha Medicare Manuals do not allow any exceptions to this policy. 
±/ Endnote 

COV1RASB OF EERVICES RELATED TO ?MVgSTISATIOmL DBVlCgS 

Other manual instructions at section 3101.14 of the Intermediary 
Manual, section 2300.1 of the Medicare Carriers Manual, and 
section 210.12 of tha Mospltal Manual, exclude coverage of 
services related to an investigational service/device. These 
manual sections state thatt 

Services "related to" noncovered eervices (e.g., cosmetic 
surgery, noncovered organ transplants, noncovered artificial 
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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 
noncovered 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 services related to the use of investigational devices when j 
they ere provided as part of a covered hospital stay. 

Payment outcomes that may occur when an investigational device is 
implanted during a hospital stay are as followst 

first, xf the patient is admitted for a medically 
appropriate reason (e.g., "heart problems") and i t is 
decided after the admission to implant an investigational 
device. Medicare would not pay for the surgical procedure. 
The hoepital would be paid for a non-surgical admiseion 
under the appropriate Diagnosis Related Group (DRG). In 
effect, payment for items and services related to the 
implantation would be excluded, but payment may be made for , 
care rendered during the hospital stay that is not related 
to the implantation. 

Second, if the admission 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 the implantation ; 
of an investigational device are not covered Irrespective of 
the circumstances. 

It is important to note that, even in the case of FDA-approved 
devices that Medicare may ordinarily cover, such coverage is 
s t i l l predicated upon the device being medically necessary for 
the patient for whom it ie prescribed, in the case cf cardiac 
pacemakers, for example, our instructions are quite specific as 
to the proper determination of coverage, not only with respect to 
the patient's medical need for such a device, but also the type ! 

of device (single or dual-chamber pacemaker) that ie 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 i 
the responsibility for ensuring that medical devices are safe and 
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effective before they are allowed to be aarketad. FDA'a 
authority to reguleta medical devices arises In part froa the 
rood, Drug, aad Cosmetic Act (IDC Act) of 1938 as amended by'the; 
Medical Devices Act of 1976 (the 1976 amendments). Under the 
1976 amendments, devices are divided Into pre-amendment devices, 
i.e., these In coamerclal distribution prior te Msy 28, 1176, and 
post-amendment device*, i.e., those devices first in distribution 
on or after the enactment of the 1976 amendment*. All devices < 
are then further classified, usually by rulemaking, Into one of 
three classes, depending on the degree of regulatory control! 
necessary to assure safety and effectiveness. General statutory 
standards for determining the safety and effectiveness of devices 
are set forth In the IDC Act (31 U.S.C. sections 360e(a)(2) and 
(a)(3)). These standards are lopleaented by regulations set 
forth at 21 C.F.R. section S60.7. 

Class I devices are the least reguleted devices. These are 
devices that FDA has determined need be subject only to general 
controls, such as good manufacturing practice regulations. Class 
XX devices are those vhich, in addition to general controls, 
require special controls, such as performance standards or 
postaarket surveillance, to assure safety and affectiveness.I 
Class I I I devices are these vhich cannot be classified into Class 
X or Class XX because insufficient Information exists to 
determine that either special or general controls would provide 
reasonable assurance of safety and effectiveness (21 U.S.C. 
eeetlon 360c(a)(1) (C)). 

i 

FDA has a statutory obligation .o evaluate &r«« classify pre-i 
asandmeiit devices by regulation into the above three statutory 
categories (21 U.S.C. sections 3600, 360e(b) end (1)). A pre-
amendment Class III device may be commercially distributed ; 
vithout a PMA from FDA until 90 days after FDA, by rulemaking, 
requires the filing ef a PMA vith respect to that particular! 
device (21 U.S.C sections 351(f)(2) and 360c), Accordingly,jpre-
amendment Class XXX devices, such as breast implants and hem 
valves, say be legally marketed for years vithout pre-marketi 
approval until the date the FDA requires filing of PMAs for the 
particular pre-amendment class XXX device. 

The cornerstone ef the regulatory system for post-amendment ! 
device classification is section 510(k) of the FDC Act (21 U.S.C. 
eeetlon 360(k)). This section requires first-time marketers of 
devices to report to the FDA 90 days before Introducing or 
delivering for Introduction into commerce a device Intended for 
human use. Under this 510(k) regulatory scheme for post-
amendment devices, a new device Is regulated In the same manner 
as a Class X or XI post-aaendaent device If the PDA finds that it 
<« -substantially equivalent" to a pre-amendment device or ap 
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Class I or I I post-amendment device (21 U.S.C. section 360(k)). j 
A post-amendment device that is not substantially equivalent to a 
legally marketed predicate device ( i . e . y a previously legally 
marketed device to vhich I t i s substantially equivalent) i s 
placed In Class I I I , requiring pre-market approval, unless i t i s 
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 
depending on whether the devices are "significant risk" devices 
or "insignificant risk" devices (21 c.F.R. section 8l2.3(m)). 
Investigations of significant risk devices are subject to 
detailed regulatory control and require both hospital 
Institutional Review Board (IRB) and FDA approval. An unapproved 
Class I I I device may be investigated under an investigational 
device exemption (IDE) (21 U.S.C section 360j(g)). A sponsor 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 describing ; 
the methodology, risk analysis, monitoring procedures, labeling 
stating the product is investigational, 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 to be available in a ; 
limited number of sines, for a limited number of patients, and 
under the supervision of Identified researchers. FDA regulations 
prohibit manufacturers or investigators from charging for 
investigational devices a price hi7her than the costs of 
manufacture, research, development' and handling (21 C.F.R. ! 
section 812.7). An IDE - i l l not be approved i f : (1) there are ' 
reasons to believe that tho risks to the subjects are not 
outweighed by the anticipated benefits to the subjects and the 
importance of the knowledge to be gained; (2) informed consent is; 
inadequate; (3) the investigation i s scientifically unsound; or 
(4) there i s reason to believe that the device i s ineffective (21 
C.F.R. section 812.30). i 

Premarket Approval Applications 

FDA w i l l issue an order approving a PMA i f i t finds that none of 
the grounds for disapproving an application exists (21 U.s.C 
section 360e(d)(1)(A)). Accordingly, in order to approve a PMA, 
FDA must find that (1) there i s a showing of reasonable assurance 
that the device Is safe and effective under the conditions of use 
prescribed, recommended, or suggested in the proposed labeling; 
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(2) the aathott aaed ia, ox the facilities or control* used for, 
the aanufacture, processing, packing, or installation of such j 
device conform to the requirements of 21 U.S.C. section 3601; (i) 
the proposed labeling is not false or misleading; and (4) 
lequate Inf caution emists to justify a deviation froa a 

performance standard if the device does not conform to a 
performance standard In affect that is a condition to approval df 
the application (21 U.S.C. section 3<0e(d)(2)). 

Labeling of Medical Devices 

Approved devices (PKA devices), as veil as some cleared devices 
(substantially equivalent devices that are referred to as 510(k) 
devices); have official labels listing the approved as veil as 
contra-indicated uses (21 CPR BOi, subpart A—oenerel Labeling 
Provisions). Devices that are being tested under an IDS suet be 
labeled In accordance vith 21 CFR 812.5. An IDE device that 
poses significant risk Bust have an FDA-approved protocol 
regarding the investigational use of the product. Xf the device 
is of nonsignificant risk, only IRB approval of the protocol is ! 
required. Examples of the type of Information included In the 
protocol vould be patient selection criteria, dissase conditions j 
and the conditions under vhich treatment is provided. Also, all 
devices under an XDE (unless already legally marketed for another 
Intended use) must include a precautionary statement In a \ 
prominent position that statest "Caution • Investigational 
device. Limited by Federal (or United States) lav to 
investigational use." 

Patient Consent—-Participation in *.n IDE 

The FDA requires that the sponsor manufacturer ensure that all 
clinical Investigators obtain a signed consent document for a l l 
patients participating In an IDC clinical trial. 

Use of an FDA-APProved Device vith en IDE Pevlef 

If a eombiaation ef devices has an FDA-approved component and a 
second component (which has not been approved for any use) vhich 
must be used la combination to achieve the Intended effect, the 
coablaed uae is subject to the requirement of the IDE approved 
protocol; I.e., the eooblned uee Is considered Investigational. 
Xf a combination ef devices has an approved component and an ICE 
component, but the components are not required to be used in 
combination, the use ef the approved component is eensidered to 
fall vlthin the scope ef the practice of medicine. 
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JJather the coobinatlon of two JDA-approved devices in one 
proeaouxe is considered to have IDE vtetue is dependent on the 
SfjJSlX?1?*?™1 PDA aa well ae how the particular device is 
Si£S!?.?y.ro? regulatione and labeling, for exasipie, approved 
autoastle iapiantable eardio-defibrillators (Aica>e) and leads"asy 
5S* 1!!-!r c I l?f 9' d' t h e **beii*g vould not preclude this iise. 
IDA ordinarily, and in this case, regards such unlabeled (or dff-
labeled) use to ba the practice of Medicine. 

FURTHER DISCUSSION OF IfEDICAM'S POLICY; 

A oedical device is considered Investigational if i t has not 
coapleted the applicable elearanee <SI0(k)) or approval (PKA) 
process that a aanufacturer. In accordance with FDA's 
regulreaents, sust complete before it is allowed to fully market 
its product, xnvestigationai devices, services using such ^ 
devices, and services related to investigational devices are not 
SXST1 S SW^JSfA1!1-* *nd «0l.l4, MCH 2303.1 and 2300.1. KM 260.1 and 210.12). (For exceptions see 1/ endnote.) 
Unlabeled nse of bm^iemn 

t2K!?5 0Il2.2Lf I e* r*i d« v i e; "y covered by Medicare for a 
.!?!i*7 i n d l e*tion and, based on contractor discretion, for an 
unlabeled use ss long as this does not conflict with FDA 
requirements. For example, an approved cardiac catheter, whose 
label only Includes a diagnostic ...u^ation, may be covered by". 
contractor for an unlabeled therapeutic Indication, based on the 
contractor's determination that the unlabeled use Is ssfe and 
etzectlve. 

Use of Approved Devi re With an TM 

Xf an approved cardiac defibrillator or pacemaker is used with 
investigational leads, the FDA considers the combined uee to bi 
£23:™!Ati?rfi; tt»refore, *»th devices would bl Seluded fSa 
™*ff?5' ( L a a d B *r" tiny coated vires thet are implanted forT 
S^eS^Jf 6^**™-5? d ^"brlllators to both JensS Sd rested 
te the patient's cardiac activity. They are an essential 

TSSZlZl ZZ*Ui 0 % h WCD or paeeaaker and the leads have bein 
JJProved by FDA, even though not approved for use vith each 
£i5?f«'«IflV;dinarUy "awds such use to be the practice of 
" J c ^ S I i M h a a •<9ttfl,lt "^^tory contrS of " S S 
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Relationship ef IDE Devices te Current Wedlcars Policy j 

Nedieare does aot cover devices vhich are not yet approved dr 
cleared by PDA. Although PDA lav and regulations permit j 
manufacturers to charge patients for some or all of the cost of 
devleei used in clinical trials, such charges represent charges 
for noncovered items and services and are aot payable by j 
Kedicare. -* ! 

Relationship of Current Medicare Policy to Coverage of 
Compiicsiions Resulting from invfstloatlonal Service/Device 

Medical aad hospital services related to followup care end 
complications of noncovered eervices vhich require treatment 
during the same hospital stay In which the noncovered service was 
performed, (such as implantation of an investigational device) | 
are aot covered, even if they are the types of services thet are 
ordinarily covered by the Medicare prograa (IM 3101.14, MCH 
3300.1, and KM 210.13). Once the patient has left the hospital, 
however, medical and hospital services that may be required to [ 
treat a condition or complication which arises as a result pf the 
non-covered hospital stay may be covered, provided that they are 
medically necessary for that patient. i 1 

CLAIMS OPERATIOH ISSUES 

Contractor's Ability to Ascertain yaA-Approvod status from Clalmj 
££3 
The curreat Inpatient hospital claim form (HCFA 1450) doesjnot 
call for the infermatien neoeseary for identifying the type of 
medical device used er billed for. Focused medical review lis 
needed to determine vhat type ef device is used and vhether it i is 
FDA approved er investigational. 

LIMITATIOW OM LSAB^HT 

Its** and Servlcss for Mhlch Assignment is Tak̂ n 

"ems aad services that are denied ea the basis ef eeetlon1 

lS62(a)(l) ef the Social Security Act as not "reasonable aLp 
necessary," and that are furnished by providers and by suppliers 
in vhich assignment is takea, are subject to the limitation mi 
liability provision under section 1B7» of the Social Security 
Act. Section 187* permits Kedicare payment to be made for such 
services that are denied as sedlcally unnecessary when neither 
the beneficiary nor the provider or supplier knew, or coul 
reasonably have been expected to know, that payment for tie i 
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service would be denied. When the beneficiary 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 l i a b i l i t y for the charges for the denied service 
rests with the provider or supplier. When the beneficiary knew, 
or could reasonably have been expected to know, that Kedicare 
payment would be denied, the li a b i l i t y rests with the 
beneficiary. 

In every such case where limitation on li a b i l i t y may apply, a j 
determination must be made as to whether the beneficiary and/or > 
the provider or supplier knew, or should have known, that j 
Medicare payment would be denied. Absent evidence to the j 
contrary, the beneficiary is presumed not to have known that | 
payment would be denied. Evidence to the contrary generally mustj 
establish that proper written notice was given to the beneficiary 
prior to receiving an item or service (see "Proper Notice" 
Requirements below). 

Under the limitation on lia b i l i t y provisions, one of the 
following results wil l occur with respect to l i a b i l i t y for the 
charges for the denied service: 

o The provider or supplier does not give the beneficiary 
proper written advance notice, and i t 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 Hedicare requirements for 
"proper notice." In this case, l i a b i l i t y for the charges 
for the denied service rests with the provider or suppJier. 

o The provider or supplier gives the beneficiary proper 
written advance notice. In this case, since the beneficiary 
had knowledge, prior to receiving the service, that Medicare 
payment for the service would Jenied, l i a b i l i t y 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 i t i s determined that the j 
provider or supplier did not know, and could not reasonably 
have been expect to know, that Hedicare payment would be 
denied. In this case. Medicare payment i s made for the 
service 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. 
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Iteea end Sarvices for ttileh Asslment Is got Taken 

The eeetlon 1S7S liaitation en liability proriaiona do not apply 
to itaaa and strvlces for which asslgnaent is not taken. 
However, wider section 1SU(1) of the Social Security Act, 
physician aervices for which asslgnaent is not taken that are 
denied as "not reasonable and neeessary*1 are subject to certain 
refund regulreaents. Under section 1842(1), a nenpartlcipatlng 
physician who does not accept asslgnaent in a psrticular ease 
•sat refund to the beneficiary any amount collected for a servicp 
which he furnished to ths beneficlery if the service is denied ee 
"not reasonable and necessary" under section 1862(a)(1). 
However, refund Is not required If i 

o The physician informed the beneficiary in advance that 
Medicare was likely to deny payment for the service and, 
after being eo infomed, the beneficiaxy egreed to pay (see 
"Proper Motlce" Requirements below), or 

o The physician did not know, and could not reasonably have 
been expected to know, that Medicare would not pay for the 
service. 

Refund Requirements for Durable Medical gouicment (PME) Supplieijs 

The Social Security Act Amendments ef 1984 (enacted October 31, 
1994) imposed new liability requirements en suppliers of DME. 
Under this new legislation, a DME supplier must refund to a 
benefidary any amount paid by the beneficiary for an item for 
which Medicare payment is denied because: 

The DME supplier knowingly contacted the beneficiary in 
violation of telephone solicitation provisions in section 
1834(e)(17)(A) ef tlie Social Security Act (sections 
1834(a)(18) and 1879(h))i 

The DKE aupplier did not meet supplier number requirements 
under section 1834(J)(l) ef the Social Security Act 
(sections 1834(j)(4) and ia7S(h))i er 

e The DKZ carrier issued an advance denial under section 
1834(e)(15) of the Social Security Act (sections 1634(j)(4} 
aad 1879(h)). j 

i •. 
ThSSS provisions apply to itestf furnished on both an assigned aind 
unassigned basis. 
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In addition/ itaaa provided en an anaaslgned baa is that are 
denied under eeetlon 1862(a)(1) ae "aot reasonable and necessary" 
are also aubjeet to the refund regulreaents. 

Xn all of the above eases, refunds are not required if t 

© The DKE supplier inforaed the beneficiary in advance thst 
Kedicare vae likely to deny payment for the item and, after 
being so inforaed, the beneficiary egreed to pay (see ; 
"Proper Motice" Requirements below)t or I 

e The DKE supplier did not know, and could aot reaaonably hfve 
beer expected to know, that Kedicare would not pay for the ; 

item. i 
I 
i 

i 

"Proper Hotice* Regulreaents 
i 

"Proper notice" means that, in advance of the furnishing of an 
item or service, the beneficiary is provided with sufficient 
information, in writing, to enable him or her to understand (1) 
that Kedicare payment for that particular item or service will 
likely be denied, and (2) the reasons why the provider er 
supplier believes that payment will be denied (i.e., why the 
eervlee is not covered). Such a notice allows the beneficiary te; 
make an informed consumer decision as to whether to obtain the 
item or service St his or her 'own expense. | 
The following statements would satisfy the requirement for proper, 
advance notice i j 
Provldof/gupp^yr Kotfce 

"Kedicare will only pay for services that It determines 
to be •reasonable and necessary* under section 1862(a)(11) of 
the Kedicare law. Xf Kedicare determines that a partle^ie? 
service, although it would otherwise be eevered. Is 'not 
reasonable and necessary* under Kedicare program standards, 
Kedicare will deny payment for that service. X believe I 
that, in your case, Kedicare is likely to deny paymeat for 
fspecify particular servicefe)I for the follewlne reasons: 
fthe preylder/sppplier elves the reason(s) for his or h^r 

i 
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•X thv b9%n notified by ay provider/sopplier thet he or eh* 
believe that, in «* cS.^Hedicar. i . i^ely to deny 
payment for the aerviee* identified above, far the reasons 

. stated. Xf Hedicare denies psvaent, X agree to be 
personally and fully responsible for payaent." 

MOT*; While the benef lelary'segreaaent to pay le required 
under aeetion 1842(1) of the Social Security Act and th? 
new DME refund regulreaents/ ao such requirement exists 
under the section 1879 limitation oa liability 
provisions. However, in our program instructions 
(Medicare Carriers Manual S7300.§lA)), we juggest that 
the beneficiary Sign the agreement. If a beneficiary's 
signature la absent, in the case of a dispute about the 
beneficiary's agreement to pay, the beneficiary's 
allegations will be given credence. 

Attachments 

} l Sndnote 

intraocular Lenses (IPLS) 

XOLs were initially covered under Msd "r=y as the re-ult ̂ Congress 
stipulating that FDA ensure thsir availability though st i l l in 
IDE statusT As nunereus IOU are now approved by FDA, HCFA is in the 
process of withdrawing coverage of investigational XOLs. 

teeast lanlantB 
Medicare continues to cover silicone gel-filled breast implants fori . 
reconstruction even though FDA. has called for clinical data in supp * t 
of the safety sad effectiveness ef currently marketed Implants. All 
Siw wUcatioS for these implant, muet follow FDA IDE regulations" 
based on advice aad information froa FDA we have determined thet 
bceast implants are not experimental within the meaning of eeetlon 
1862(a)(1)(A) ef the Social Security Act and eoneeguently, can 
continue to be covered under Medicare. 
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PAUL 0. WELLSTONE 
MINNESOTA 

MINNESOTA TOLL FRES NUMBER: 

i--a0o-s42-es4i 

Hnitcd ̂ mtes Senate 
WASHINGTON. DC 20510-2303 

COMMITTEES! 

ENERGY AND NATVJRAU RESOORCtS 

LABOR ANO HUMAN RtSOURCES 

3 M A I . L B U S I N E S S 

INDIAN AFFAIRS 

To: Chris Jennings 

Fr: Alex Clyde 

Re: Medicare reimbursement £o^ clinical trials involving IDE's 

Das April 21, 1995 

AB we discussed, Senator Wellstone has been contacted by a number 
of constituents, including Medtronic, Mayo Clinic, and St. Jude 
Medical, regarding HCFA's refusal to pay for any of the hoepital 
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 proposed i legislation. Our hope is that 
thie problem could be resolved I adioinistratively as a part of 
overall regulatory reform and that legislative action would not 
be necessary. l\ 

You mentioned on the phone that there might be some interest in 
talking this through. Raprsseritatives 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 I know, however, that they would 
be grateful to see the problem j solved without having to deal with 
a protracted political battle, j 

I will contact you next week to see i f you think there i s 
anything the Administration can do on this. Also, please feel 
free to contact me at 224-8455 i f you have any questions. Thanks 
for your help. 
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MPniPARF ACCESS TO K E W MEDICAL TECHNOLOGIES 
ACLQOISfi 

• FulfiUs the original intent of Medi«»6 that benefidaries get access to the la-teat 
technology. 

• Promotes Innovation and research In new medical technologies. 

« Is budget neutral, and impoBes no new cests fbr the Medicare program. 
i 

• Doe* not comprondMt Bftfety-
/ HCPA'fl CtJRRENT POLICV 18 UNFAIR | 

Suppose you're on Medicare and your doctor reaumnands a cardiac paoamalcer fttf 
your heart You and your doctor face this dUenuna. Your doctor could use a Cunrent 
pacemaker product which, while adequate and safe, doss not represent the latest 
technology. Medicare would pay fw all £ha carta. 

What if your doctor feds you would do better with the latest model pacemaker, 
which is undergoing FDA-supervised dinical trials under an IDE (investigational 
device exemption)? It ia smaller, lasts longer. Is more reliable, has features allowing 
the doctor to monitor your heart condition with lest frequent and shorter office 
visits, and is on the market already in Euzdpe. Today, under HCFA policy, that 
device is not available to you. 

Here's another example. You are diagnosed with heart disease and require a new 
heart valve. Your doctor recomxnends a tissue valve, the newest tissue valves on 
the market have the potential to last significantly longer than cunent models. 

Longevity of a valve matters to you, since heart replacement surgery is lengthy, 
complicated and expensive. It Involves cricking open your chest, stopping your 
hsaxt and replacing a diseased valve with a prosthetic device. There la genarally a 
one week hospital stay and a long recuperation period. Under current HCFA pdicy, 
your surgeon and the hospital probably will not offer you a choice of this innovative 
new product because FDA-supervised clinical trials wfll not be reimbursable under 
cuirent HCFA policy. 

HOW DOES HCFA TU8TTFY THIS FQUcj? 

The Medicare law requires coverage of all "reasonable and necessary" services. Xt 
does not exclude coverage fbr naw technologies that are part of dinical trials. 
HCFA (Health Care Finandng Administration) has decided to exclude ooverage for 
medical devices made available under IDEc. While HCFA argues that the exclusion 
appears in various instructions and letters to Medicare contractors, the Instructions 
are subject to unclear interpretadans and have not been implemented consistently. 
HCFA justifies the exclusion on the grounds that it has no way to detennine 
whether such IDE devices are safe and effective But tills ignores the fact that the 
FDA, in granting an IDE, has found the devLoes sufBdentty safe and effective to 
proceed with the supervised dinical trials junder the IDE, and the physician and 
patient have concluded that the IDE device is the best treatment alternative. 

E - O E . V 
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FKOBT .KM rOMrntTNEfflD BY OfCTCR OF INSFIOOR GENE&AUOIGI 

Last mmsMa the HHS Office of Inspector General subpoenaed infonnation from 
about 135 hospitals that had sought reiznbunement fbr prooedures in which 
Investigational devices were used This approach has brought many dinical trials in 
academic research programs and major hospitals to a halt This bill is intended to 
assure continued accus by Medicare bencftdaries to these dinical trials. 

WHAT PQBfi THM BILL PP? 
Fulfills Original Intention of Medieare 

i 
Hie Medicare Act intended to cover the reasonable costs of cervices induding "new 
services and techniques aa they are adopted in die future." This bill ensures that 
benefidaries will have the opportunity to get state-of-the-art medldne. The cunent 
blanket exduaion of coverage for all eosts assodated with the use of investigational 
devices deprives seniors of the benefits of the newest technologies. 

! 

Pragrateff Mgdlcal Rtffmrchin.AMdffmiLSrttingfi 
HCFA's refusal to pay any of the hospital or medical costs under an IDE is seriously 
damaging the research function of academic medical centers and major hospitals-
Clinical trials are the life-blood of infonnation on the benefits of new technologies. 
Trials should indude patients who are intended to benefit hem them, induding 
patients over 65 yean of age. 

This bill does not add to the eosts of the Medicare program. If a procedure involving 
an investigational device Is used, no payment will be made unless there would 
have been payment if an FDA-approved device had been 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 lesser amount if the Secretary determines it is necessary to assure 
budget neutrality. 

Does Not CompromiFe fiafety 

Devices used in IDEs are subject to ertenBive FDA contiol. Manufacture!* must 
submit a detailed application which indudes a comprehensive description of the 
device and the investigational study, a complete report of all prior investigations, a 
description of the methods, facilities and controls used fbr manufacturing, 
processing, and storage, and copies of all ffiaterials distributed to Institutional 
Review Boards dRBs) that approve the trials and to patients to obtain informed 
consent. 

FDA will not grant an IDE if it detennines the risks to patients are outweighed by 
the anticipated benefits. It limits the use to specific sites and spedflc numbers oi 
patients. Trials con be terminated at any time. During this investigational phase, the 
manufacturer is prohibited from promoting or commerdalizing die device or 
charging a price that exceeds the amount necessary to recover its costs. 
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