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Mr. Chairman and Members of the Subcommittee:

We are pleased to appear before you this morning to discuss
the need to assure the safety and effectiveness of medical
devices and to present our views on H.R. 5545, the Medical

Device Amendments of 1975.

The Federal Food, Drug, and Cosmetic Act, enacted in 1938 and
subsequently amended, has provided this Department with authority
to requlate drugs by requiring manufacturers to establish safety
and effectiveness prior to marketing. The Department has lacked

comparablie authority for regulating medical devices.

As you are aware, the Department supported legislation similar
to H.R. 5545 in the 93rd Congress. If amended to meet a number
of objections outlined below, the Department would have no
objection to the substance of H.R. 5545. If this legislation
were to become law, the existing Bureau of Medical Devices and
Diagnostic Products within the Food and Drug Administration
wou]d‘be charged with carrying out the responsibilities created
by the bill's enactment. The Committee should understand that
the Bureau would carry out a strengthened medical devices
regulation program within FDA's resources during the current

year.
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INADEQUACIES OF CURRENT REGULATORY AUTHORITY

The regulatory authority of the Food and Drug Administration (FDA)

over medical devices has not been changed since 1938 despite enormous
progress in the scientific and technological disciplines related to
modern sophisticated products. Since current FederaT law imposes no
duty upon medical device manufacturers to establish the safety and
effectiveness of their products prior to marketing, FDA has experienced
considerable difficulty in taking appropriate remedfal action against

dangerous or misleading devices.

Although FDA does have some authority to regulate medical devices,

the Agency does not have clear authority to prescribe performance
standards to which devices must conform to assure that they afe safe and
work properly. For example, there presently exist a number of device

standards relating to performance, structural engineering, and materials

composition which have been established by various medical and technical
organizations. These standards may, if properly applied, help assure
device safety and efficacy. FDA has encouraged development of voluntary
standards and has also attempted to make full use of its present authority
to develop certain requirements, such as those relating to portabie

oxygen units.

Where a product is found to be defective, and the manufacturer does not
recall it, or make labeling corrections or repairs, FDA must resort to
legal proceedings which are cumbersome, time consuming, and not always

effective in removing products from the market.



Risks from medical devices can, however, also be addressed by a
preventive approach including, wherever applicable, the

establishment of general controls, such as current good manufacturing
practices, and performance standards applicable to product classes

in Tieu of case-by-case actions. Where general controls and standards
are not sufficient to assure safety and effectiveness, the manufécturer,
not FDA, should bear the burden of proof concerning safety and
effectiveness through applications for product approval prior to

marketing.

HAZARDS OF MEDICAL DEVICES

Accurate statistics as to the number of deaths and injuries related
to medical devices are not available. We believe, however, that

the public is now being exposed to an undesirable level of risk.

1. In 1969, as Director of the Mational Heart and Luna Institute,
I headed a study aroup established by the Department on the safety
and efficacy of medical devices. As part of the studv, we searched
the scientific Titerature for accounts of injuries associated with
medical devices. This studv uncovered 19,070 injuries of which 731

had resulted in death.

2. An FDA death certificate search of ten States covering ten years
(1962 to 1972) disclosed 858 deaths directly related to medical

devices.
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3. The Commission on Professional and Hospital Activities, an

independent health groun, projected an estimated 36,0090

complications from medical devices in the year 1970.

4. The laboratory of the Downstate Medical Center, in Brooklyn,
which established its own review laboratory for medical devices for
use in that hospital, reported that fully 49 percent of the devices

tested were defective after two years of testing.

5. Recent problems, ranging from tragic deaths to fraudulent
marketing, have occurred with a number of different types of devices.
A1l of the following kinds of devices, which represent
different levels of potential harm to the consumer, should
be subject to careful regulation:
-~ Devices which are used in Tife-threatening situations and which
| are ineffective or fail in use--for example, heart valves,
cardiac pacemakers, vascular implants. We are aware that
about 23,000 individual pacemakers have been involved in
recalls since 1972. FDA is now involved in the
"recalls" of about 256 pacemakers and 54 myocardial
leads for use with pacemakers. Two children had died from
probiemﬁ associated with the leads.
-- Devices that are hazardous tQ patients and/or medical
personnel due to defects in design or manufacture. For

example, there have been cases of faulty monitor%ng devices

in intensive-care units that have caused fatal electric



shock, and cases of defective anesthesia machines that
caused explosions in operating rooms. Also in this
category are EKG machines that give faulty readings
and result in serious misdiagnosis.

-- Devices in which the traditional risk-benefit assessment
cannot now be made prior to marketing--and in which the risks
outweigh the benefits--for example, certain IUD's. FDA
has Tearned of 43 deaths and 315 septic abortions
associated with IUD's. While these devices have been
shown to be a relatively safe and reliable form of
contraception, comparing favorably with oral contraceptives,
the injury data clearly indicates the need to evaluate
the potential hazards of all IUD's.

-- Devices that are useless and can cause delay in diagnosis,
and treatment of serious conditions, such as the old "quack"
colored lights devices.

-- Devices that are probably harmless but are useless and
therefore economic frauds, such as "hot pants" for weight

reduction.

STATUS OF PRESENT PROGRAM e . —_—

As T mentioned, in 1969 this Department convened a study group to

devise the most appropriate means of assuring the safety and reliability
of medical devices. The Cooper Committee, as it became known, reported
its findings in 1970 and its recommendations were the basis for the
Department's bill to regulate medical devices and also for later versions
developed by Congress. The report called for the classification of

devices into three regulatory categories: (1) those devices subject
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only to general regulatory controls; (2) those for which standards should
be set and enforced to assure safety and effectiveness; and (3) those

requiring premarket review.

The Committee also recommended ancillary provisions to fill existing gaps

in the law. These provisions included:

-

mandatory registration for establishments manufacturing -

devices;

-- specific Federal authority to assure the use of good

manufacturing practices;
-- increased Federal inspection authority;

-- a requirement that device manufacturers maintain records

and make reports on clinical experience with devices; and

-~ procedures to require manufacturers or distributors of
devices violative of Federal standards to repair or

replace the devices or refund their purchase price.
These features are all part of H.R. 5545,

In response to the Committee Report, the Secretary asked the FDA to develop

a system for the classification of medical devices into regulatory categories
consistent with the proposed legislative plan and to undertake an inventory
of these devices. This was to enable a smooth and orderly transition from
regulatory controls appropriate to the 1930's to those consistent with the

demands of the 1970's.



CLASSIFICATION OF DEVICES

Since the recommendations of the Cooper Committee, the FDA has completed
an inventory of devices. The classification process was begun with the
division of the inventory of devices into 14 separate categories generally
based on medical specialties in the following areas: orthonedics:
cardiovascular; dental; anesthesiology; obstetrical and gynecological;
gastroenterology and urology; radiology; neurology; ear, nose, and throat;
opthalmic; general and plastic surgery; physical medicine; diagnostic
products; and general hospital and personal use. Considerable progress
has been made in reviewing the devices in each of these 14 categories

and, through the use of panels of experts, classifying them into one or
more of theAthree regulatory control classes previously mentioned. It
should be noted that in addition to its expert members, each classification
panel has nonvoting representatives for both consumer interests and
industry interests. These procedures were formalized by notice in the

Federal Register of May 19, 1975 (40 FR 21848).

The first four panels to review and classify devices within their
respective medical specialty areas have already completed a large measure
of their work and are providing FDA with additonal scientific support and
direction. To date, over 3,000 devices have been classified by panels
into the three basic regulatory control categories identified by the

Cooper Committee.
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QUTLINE OF PANELS' OPERATING PROCEDURES

It may be useful to describe the operations of the medical device review
panels. These panels have three basic functions:
1. Most importantly, to classify the devices into proposed

regulatory categories;
2. To identify the need for specific devices standards; and
3. To identify problems with specific devices.

Under the pending Tegislation, these panels would also assume the

important task of reviewing applications for premarket approval.

Once a panel has classified all the devices in its specialty area, it
considers specific device hazards and the requisite performance and
safety standards which some devices require. For specific complex
technical areas, the panels have sought advice from standard-setting
professional, medical, and scientific organizations such as the
Association for the Advancement of Medical Instrumentation (AAMI), in
the development of pacemaker performance and electromagnetic
compatibility standards and the American Society for Testing and
Materials (ASTM) in the development of standards for surgeons' gloves
and orthopedic implants. The International Organization for Standardization
(10S) and the International Electrotechnical Commission (IEC) have also

been consulted.
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VIEWS ON MEDICAL DEVICE LEGISLATION

As I have indicated, the Department has no objection to the
substance of H.R.5545, to provide a comprehensive new system
to help protect the public from unsafe or ineffective medical
devices. H.R. 5545 would provide for premarket approval of
certain devices, and promulgation of such standards as are

necessary to assure safe and effective performance.

The bill would also improve our authority concerning good manufacturing
practice regulations, records inspection, registration of device
manufacturers, maintenance of records and submission of reports, and

reedial action concerning hazardously defective devices.

The fundamental principles of H.R. 5545 are similar to S. 510,
a bill which was passed by the Senate earlier this year and
which the Department did not object to in substance. We
opposed the overly specific provision of S. 510 relating to
clinical investigational phase of medical device development
since that language would freeze into statutory form present
Department policy. This may prevent necessary administrative
updating to keep pace with biomedical technology, which may
soon need to be done after the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral
Research presents its findings. H.R. 5545, contains preferable
language which would give the FDA broad authority to issue
regulations to assure adequate protection of human sﬁbjects
of device testing without restricting the requirements to

what may today be considered necessary and appropriate.
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We also opposed the premarket approval provisions of S. 510 as overly

broad and ambiguous. We proposed alternative language which tightened

up this category both by assigning to this category devices whose uses

are of substantial importance and by explaining that general controls
or standards are preferred to premarket approval. H.R. 5545

is similar to that proposed by the Department, but we still

prefer the Department’'s proposed provisions. We are attaching

a copy of our April 17 letter to Senator Scott in which this
provision was proposed. This language will assure that devices

that need premarket approval will get it, but without requiring

approval of trivial products which pose no risk to the consumer.

Another way in which H.R. 5545 is an improvement over S. 510 is in the

breadth of the recordkeeping and reporting authority provided in
section 519. This authority will enable us to require submission of
data relevant to classification, adulteration, or misbranding for all
devices. It is similar to the authority in the Department's proposed
Food Drug and Cosmetic Amendments of 1975 (H.R. 12847) in the 1a§t
Congress. We do, however, believe that the records and reports
provision in H.R. 5545 could be improved, as I will discuss in a few

minutes.

We are also pleased that H.R. 5545 includes authority to temporarily
detain devices suspected of violating the law. This was proposed in

the Department bill (H.R. 12847) in the last Congress.

B e
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We believe that the Subcommittee has developed a clear and

workable proposal which reflects the Cooper Committee report
and synthesizes the views of medical practitioners, research
scientists, engineers, consumer groups, industry, and Federal

agencies.

We are confident that the Agency's efforts thus far to classify
devices and establish standards have been wholly consistent with
the bill, and we hope the legislative history reflects this. We
believe it should be clearly understood that the FDA can build

upon what has been done already and can develop and use flexible

procedures consistent with Congressional intent.

Several features of H.R. 5545 cause us concern or could be improved

or clarified.

1. The procedure for establishing a standard includes two initial
steps that FDA belijeves can be collapsed into one. The bill should
combine the notice for submission of comments concerning the
establishment of a standard (proposed section 514(b)) with the
notice inviting submission of offers concerning the proposed

standards (proposed section 514(c)).
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2. H.R. 5545 provides for an opportunity for review of a device
standard by an independent advisory committee which shall not be

a panel established for purposes of recommendations on classification
and premarket approval. We believe this provision can be éhanged

in a way that will allow FDA to make efficient use of its advisory
committees while assuring that standards are not reviewed by
individuals who may have prejudged an issue. We believe it is

enough that the bill prohibit inclusion on an 1ndependent advisory
committee of those individuals who have served on a classification

panel which had considered the particular standard under review.

3. The FDA has ekperienced great delays in removing unsafe and
ineffective drugs from the market. One problem with the current

drug law is the reguirement of opportunity for a formal, evidentiary
hearing, as prescribed in 5 U.S.C. 554. H.R. 5545 would require the
FDA to provide opportunity for this same type of formal hearing when
the agency approves, denies, or withdraws approval of a device
application or takes comparable action regarding a product development
protocol. We believe that an informal hearing, as defined in the
bill, will assure fairness to interested persons without hindering

Agency activities.
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4. We have related concerns about the banned device provisions of
section 516. Based on our experience with drug removals, we would
urge that all banning orders take effect upon publication and pending
any further administrative proceedings, including any decision as to

whether a hearing is to be held.

5. It is important that device manufacturers, importers, and distributors
notify the Agency of all defects in medical devices. This has been a
particular problem in our experience with pacemakers, where companies
have not told the Agency that they have found defects in their products
or that they have undertaken recalls. Under S. 510, there would
be-;pe;ific defect'hétﬁfiCation authority as é part of the "3-R"
remedﬁes--repair, replacement, or refund. However, this notifi-
cation authority would be limited to product-related defects

presenting a substantial risk to the public safety. Under

H.R. 5545, there would be no specific defect reporting provision,

but the general reporting provision of section 519 authorizes
regulations requiring défect reporting in all appropriate cases.

We favor the provisions of section 519 of H.R. 5545 which would
authorize us to require defect notification in instances in which
industry may not regard a degree of risk as "substantial," or

where it is unclear whether the risk is due to the product itself

or the lack of skill of users. However, we believe the Committee
should make it clear that the deletion of the specific defect
reporting provision is not meant to imply that FDA lacks authority

to require device manufacturers, importers, and distributors to

report device defects.
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6. The records and reports provisions could be improved by deletion
of the provision in proposed section 519(a)(1) barring "requirements
unduly burdensome to a device manufacturer, importer, or distributor
taking into account his cost of‘comp1yinq with such requirements and
the need for the protection of the public health and the implementation
of this Act." This lanaguage is unnecessary in view of current and
pronosed requirements that Federal agencies take into account the
economic impact of their requirements. These provisions would merely
lead to unproductive araument and nossible litication between FDA

and industry as to what is burdensome but would not add any rea]_
safequards to assure that burdensome requirements are not imposed.
Also, the section 519(a)(5) restrictions upon reportina authority

for devices subject only to general controls may be misunderstood.

We read these requirements as only restricting use by FDA of the
reporting authority to require that research be conducted that

will generate data meeting FDA reporting requirements, or to

require routine periodic reporting unrelated to public health need.

It should be noted that if FDA does not have adequate authority to obtain
information on class I (general controls) devices, there will be an
incentive to place these devices in class II (standards) or class III

(premarket approval).
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7. Researchers and teachers who directly import devices for their
own use should be subject to recordkeeping and reporting requirements,

which would require a change in proposed section 519(b)(2).

8. There is a need to allow marketing of custom devices which

necessarily deviate from requirements which would otherwise be

applicable to the device under the standard-setting or premarket

approval provisions of the bilil. However, it is essential that

the custom device provisions not serve as a loophole that will

aliow the marketing of dangerous or deceptive products. The custom

device provision of H.R. 5545 (section 520(b)) would not, as we

read the bill, exempt any device from otherwise applicable regulations

for investigational devices or banned devices. It should also be made clear
that FDA would be‘able to take necessary action to curb a practitioner’'s
use of a custom device as a course of conduct on a number of patients,
where this use is repeated to such an extent that the practitioner

is in effect conducting unsupervised experiments, or allowing the

marketing of a product that would otherwise be unlawful. We recognize that
many of the devices used by certain practitioners, for example, dentists,
involve a certain degree of custom design for each patient, as a

course of conduct, and this is not objectionable. Thus, a provision
limiting use of custom devices as a course of conduct must be

carefully drafted to prevent abuses, but not to prevent use of

custom products where justified by medical need.



- 16 -

9. We understan&mfhé oresériptien device p%évisions of ﬁéhwségt%bﬁwééﬂ(é);
and related provisions in sections 514 and 515, would authorize restrictions
to assure effectiveness as well as safety. However, this undefstanding is “
based ubon our knowledae of similar terms used in drug law and may be

easily misunderstood by those who are not familiar with the hisgbry of

those terms. To prevent misunderstandina, these orovisions should be
clarified, but it should be made clear that the Committee

does not intend to imply any limitations on our authority concerning

restrictions on use or distribution of drugs.

10. We believe it is unnecessary to require establishment of a separate
adv%sory committee to advise FDAAconcéknigéAgodd manufacturing practice
regulations. Our present procedures provide ample opportunity for industry,
consumeré, and scientists to make known their views in this area. If

a specific advisory committee on oond manufacturing practice requlations
seems desirable, we will establish one. We also regard as unnecessary

an explicit system for petitions for exemption or variance from good

manufacturing nractice reaulations.

e e A e £ W T sy

CONCLUSION
In summary, Mr. Chairman, we recognize the need for medical
device legislation. Within the budget restrictions and current

resource limitations which I alluded to earlier, this Department has no

ohjections to the substance of H.R. 5545, with the changes outlined above.

Mr. Chairman and Members of the Subcommittee, this concludes by

statement. My colleagues and I will be pleased to answer any

questions you may have.



THE SECRETARY OF HiALTH, EDUCATION, AND WELFARE
WASHINGTON, D. C. . 202C1

1y s

Honorable Hugh Scott
Minority Leader

United States Senate
Washington, D. C. 20510

.

Dear Hugh:

There is before the Senate, as reported by the Committee on Labor and
Public Welfare, S. 510, the "Medical Device Amendments of 1975."

The reported bill is identical with S. 2368, which was passed by the
Senate during the 93rd Congress, providing the Food and Drug Adminis-
tration (FDA) with a number of new authorities relating to medical
devices. 8. 510 would enable the establishment of mandatory standards,
require premarket scientific review in certain cases, and control
investigational devices. It would also require manufacturers to
register, maintain records, make reports, notify FDA of defective
products, and comply with good manufacturing practice regulations.

A ]

We have certain objections to the reported bill, as discussed below.

One of the principal issues of medical device legislation concerns
what types of devices should be subject to scientific review.

S. 510 provides that devices that are life-sustaining or life-supporting
must be classified as requiring premarket scientific review even if
standards or an exemption would be adequate. We believe this provision
is too broad and that the following alternative language would be
preferable to the first sentence of proposed section 514(a)(l) of the
Act.

SEC. 514. (a) (1) The Secretary may declare that a device (or

type or class of device) for which scientific review has been
determined to be appropriate pursuant to section 511(d) shall

be subject to scientific review under this section with respect
to any particular use or intended use thereof, if, after consul-
tation with the appropriate panel or panels specified in sub-
section (b), and finds that (A) insufficient information exists
(i) to assure effectiveness or (ii) to assure that exposure to
such devices will not cause unreasonable risk of illness or
injury and (B) scientific review may assure effectiveness or

may reduce or eliminate such unreasonable risk and (C) no more
practicable means to assure effectiveness or to reduce or eliminate
the unreasonable risk are appropriate and (D) the device purports
or is represented to be for a use which is of substantial
importance in supporting, sustaining, or preventing impairment

of human life or health,#%%#



Page Two - Honorable Hugh Scott

Conforming amendments would be needed in proposed section 511 of the Act
regarding criteria for classification of medical devices, including
deletion of the last sentence in proposed section 511(c)(1)(B).

The Department also opposes the provision in the bill concerning pro-
tection of human subjects in device legislation. The excessive speci-
ficity of this language would freeze into law the current requirements
of Department policy, and .thereby interfere with its further administra-
tive udpating to keep pace with developments in biomedical technology.

- ]
As you are aware, the Department supported legislation similar to
S. 510 in the 93rd Congress. If amended to meet the objections outlined
above, the Department woyuld-have no objections to the substance of S. 510,
If S. 510 were to become law, FDA's existing Bureau of Medical Devices
and Diagnostic Products would be charged with carrying out the responsi-
bilities created by the bill's enactment. The Senate should understand
that, because of budget restrictions, the Bureau would begin to implement
a strengthened medical devices regulation program within FDA's current
resources. No additional sums would be necessary in the current year.
In future years funds for this program will continue to be provided
by adjustments in existing programs rather than by any increase in the
FDA's budget.

We are advised by the Office of Management and Budget that there is no
objection to the presentation of this report from the standpoint of the
Administration's program.

s Sincerely,

BT Al g
A 2 L S A S AR -
S v . Relaf Lot L~

Secretary
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Mr. Chairman and Members of the Subcommittee:

We are pleased to appear before you this morning to discuss
the need to assure the safety and effectiveness of medical
devices and to present our views on H.R. 5545, the Medical

Device Amendments of 1975.

The Federal Food, Drug, and Cosmetic Act, enacted in 1938 and
subsequently amended, has provided this Department with authority
to regulate drugs by requiring manufacturers to establish safety
and effectiveness prior to marketing. The Department has lacked

comparable authority for regulating medical devices.

As you are aware, the Department supported legislation similar
to H.R. 5545 in the 93rd Congress. If amended to meet a number
of objections outlined below, the Department would have no
objection to the substance of H.R. 5545. If this legisliation
were to become law, the existing Bureau of Medical Devices and
Diagnostic Products within the Food and Drug Administration
would be charged with carrying out the responsibilities created
by the bill's enactment. The Committee should understand that
the Bureau would carry out a strengthened medical devices
regulation program within FDA's resources during the current

year.
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INADEQUACIES OF CURRENT REGULATORY AUTHORITY

The regulatory authority of the Food and Drug Administration (FDA)

over medical devices has not been changed since 1938 despite enormous
progress in the scientific and technological disciplines related to
modern sophisticated products. Since current Federal law imposes no
duty upon medical device manufacturers to establish the safety and
effectiveness of their products prior to marketing, FDA has experienced
considerable difficulty in taking appropriate remedfa1 action against

dangerous or misleading devices.

Although FDA does have some authority to regulate medical devices,

the Agency does not have clear authority to prescribe performance
standards to which devices must conform to assure that they are safe and
work properly. For example, there presently exist a number of device

standards relating to performance, structural engineering, and materials

composition which have been established by various medical and technical
organizations. These standards may, if properly applied, help assure
device safety and efficacy. FDA has encouraged development of voluntary
standards and has also attempted to make full use of jts present authority
to develop certain requirements, such as those relating to portable

oxygen units.

Where a product is found to be defective, and the manufacturer does not
recall it, or make labeling corrections or repairs, FDA must resort to
legal proceedings which are cumbersome, time consuming, and not always

effective in removing products from the market.



Risks from medical devices can, however, also be'addressed by a
preventive approach including, wherever applicable, the

establishment of general controls, such as current good manufacturing
practices, and performance standards applicable to product classes

in lieu of case-by-case actions. Where general controls and standards
are not sufficient to assure safety and effectiveness, the manufacturer,
not FDA, should bear the burden of proof concerning safety and
effectiveness through applications for product approval prior to

marketing.

HAZARDS OF MEDICAL DEVICES

Accurate statistics as to the number of deaths and injuries related
to medical devices are not available. We believe, however, that

the public is now being exposed to an undesirable level of risk.

1. Tn 19A9, as Director of the !lational Heart and Luna Institute,
I headed a study aroup established by the Department on the safety
and efficacy of medical devices. As part of the studv, we searched
the scientific literature for accounts of injuries associated with
medical devices. This studv uncovered 19,000 injuries of which 731

had resulted in death.

2. An FDA death certificate search of ten States covering ten years
(1062 to 1972) disclosed 858 deaths directly related to medical

devices.
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3. The Commission on Professional and Hospital Activities, an

independent health groun, projected an estimated 36,000

complications from medical devices in the year 1970.

4. The laboratory of the Downstate Medical Center, in Brooklyn,

which established its own review laboratory for medical devices for

use in that hospital, reported that fully 40 percent of the devices

tested were defective after two years of testing.

5. Recent problems, ranging from tragic deaths to fraudulent

marketing, have occurred with a number of different types of devices.

A1l of the following kinds of devices, which represent

different levels of potential harm to the consumer, should

be subject to careful regulation:

-

Devices which are used in life-threatening situations and which
are ineffective or fail in use--for example, heart valves,
cardiac pacemakers, vascular implants. We are aware that
about 23,000 individual pacemakers have been involved in

recalls since 1972. FDA is now involved in the

"recalls" of about 256 pacemakers and 54 myocardial

e e —————

leads for use with pacemakers. Two children had died from
problems associated with the leads.

Devices that are hazardous to patients and/or medical
personnel due to defects in design or manufacture. For
example, there have been cases of faulty monitor%ng devices

in intensive-care units that have caused fatal electric
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shock, and cases of defective anesthesia machines that
caused explosions in operating rooms. Also in this
category are EKG machines that give faulty readings
and result in serious misdiagnosis. |

-- Devices in which the traditional risk-benefit assessment
cannot now be made prior to marketing--and in which the risks
outweigh the benefits--for exampie, certain IUD's. FDA
has learned of 43 deaths and 315 septic abortions
associated with IUD's. While these devices have been
shown to be a relatively safe and reliable form of
contraception, comparing favorably with oral contraceptives,
the injury data clearly indicates the need to evaluate
the potential hazards of all IUD's.

-- Devices that are useless and can cause delay in diagnosis,
and treatment of serious conditions, such as the old "quack"
colored lights devices.

-- Devices that are probably harmless but are useless and
therefore economic frauds, such as “hot pants" for weight

reduction.

STATUS OF PRESENT PROGRAM e — _—

As 1 mentioned, in 1969 this Department convened a study group to

devise the most appropriate means of assuring the safety and reliability
of medical devices. The Cooper Committee, as it became known, reported
its findings in 1970 and its recommendations were the basis for the
Department's bill to regulate medical devices and also for later versions
developed by Congress. The report called for the classification of

devices into three regulatory categories: (1) those devices subject
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only to general regulatory controls; (2) those for which standards should
be set and enforced to assure safety and effectiveness; and (3) those

requiring premarket review.

The Committee also recommended ancillary provisions to fill existing gaps
in the Taw. These provisions included:
-- mandatory registration for establishments manufacturing -

devices;

-- specific Federal authority to assure the use of good

manufacturing practices;
-- increased Federal inspection authority;

-- a requirement that device manufdcturers maintain records

and make reports on clinical experience with devices; and

-- procedures to require manufacturers or distributors of
devices violative of Federal standards to repair or

replace the devices or refund their purchase price.
These features are all part of H.R. 5545,

In response to the Committee Report, the Secretary asked the FDA to develop

a system for the classification of medical devices into regulatory categories
consistent with the proposed legislative plan and to undertake an inventory
of these devices. This was to enable a smooth and orderly transition from
regulatory controls appropriate to the 1930's to those consistent with the

demands of the 1970's.



CLASSIFICATION OF DEVICES

Since the recommendations of the Cooper Committee, the FDA has completed
an inventory of devices. Tne classification process was begun with the
division of the inventory of devices into 14 separate categories generally
based on medical specialties in the foliowing areas: orthonedics;
cardiovascular; dental; anesthesiology; obstetrical and gynecological;
gastroenterology and urology; radiology; neurology; ear, nose, and throat;
opthalmic; general and plastic surgery; physical medicine; diagnostic
products; and general hospital and personal use. Considerable progress
has been made in reviewing the devices in each of these 14 categories

and, through the use of panels of experts, classifying them into one or
more of the‘three regulatory control classes previously mentioned. It
should be noted that in addition to its expert members, each classification
panel has nonvoting representatives for both consumer interests and
industry interests. These procedures were formalized by notice in the

Federal Register of May 19, 1975 (40 FR 21848).

The first four panels to review and classify devices within their
respective medical specialty areas have already completed a large measure
of their work and are providing FDA with additonal scientific support and
direction. To date, over 3,000 devices have been classified by panels
into the three basic regulatory control categories identified by the

Cooper Committee.
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QUTLINE OF PANELS' OPERATING PROCEDURES

It may be useful to describe the operations of the medical device review
panels. These panels have three basic functions:
1. Most importantly, to classify the devices into proposed

regulatory categories;
2. To identify the need for specific devices standards; and
3. To identify problems with specific devices.

Under the pending legislation, these panels would also assume the

important task of reviewing applications for premarket approval.

Once a panel has classified all the devices in its specialty area, it
considers specific device hazards and the requisite performance and
safety standards which some devices require. For specific complex
technical areas, the panels have sought advice from standard-setting
professional, medical, and scientific organizations such as the
Association for the Advancement of Medical Instrumentation (AAMI), in
the development of pacemaker performance and electromagnetic
compatibility standards and the American Society for Testing and
Materials (ASTM) in the development of standards for surgeons' gloves
and orthopedic implants. The International Organization for Standardization
(10S) and the International Electrotechnical Commission (IEC) have also

been consulted.
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VIEWS ON MEDICAL DEVICE LEGISLATION

As 1 have indicated, the Department has no objection to the
substance of H.R.5545, to provide a comprehensive new system
to help protect the public from unsafe or ineffective medical
devices. H.R. 5545 would provide for premarket approval of
certain devices, and promulgation of such standards as are

necessary to assure safe and effective performance.

The bill would also improve our authority concerning good manufacturing
practice regulations, records inspection, registration of device
manufacturers, maintenance of records and submission of reports, and

remedial action concerning hazardously defective devices.

The fundamental principles of H.R. 5545 are similar to S. 510,
a bill which was passed by the Senate earlier this year and
which the Department did not object to in substance. We
opposed the overly specific provision of S. 510 relating to
clinical investigational phase of medical device development
since that language would freeze into statutory form present
Department policy. This may prevent necessary administrative
updating to keep pace with biomedical technology, which may
soon need to be done after the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral
Research presents its findings. H.R. 5545, contains preferable
language which would give the FDA broad authority to issue
regulations to assure adequate protection of human subjects
of device testing without restricting the requirements to

what may today be considered necessary and appropriate.
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We also opposed the premarket approval provisions of S. 510 as overly

broad and ambiguous. We proposed alternative language which tightened
up this category both by assigning to this category devices whose uses
are of substantial importance and by explaining that general controls

or standards are preferred to premarket approval. H.R. 5545

is similar to that proposed by the Department, but we still

prefer the Department's proposed provisions. We are attaching

a copy of our April 17 1e£ter to Senator Scott in which this

provision was proposed. This language will assure that devices

that need premarket approval will get it, but without requiring

approval of trivial products which pose no risk to the consumer.

Another way in which H.R. 5545 is an improvement over S. 510 is in the
breadth of the recordkeeping and reporting authority provided in
section 519. This authority will enable us to require submission of
data relevant to classification, adulteration, or misbranding for all
devices. It is similar to the authority in the Department's proposed
Food Drug and Cosmetic Amendments of 1975 (H.R. 12847) in the last
Congress. We do, however, believe that the records and reports
provision in H.R. 5545 could be improved, as I will discuss in a few

minutes.

We are also pleased that H.R. 5545 includes authority to temporarily ..

detain devices suspected of violating the law. This was proposed in

the Department  bill (H.R. 12847) in the last Congress.
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We believe that the Subcommittee has developed a clear and

workable proposal which reflects the Cooper Committee report
and synthesizes the views of medical practitioners, research
scientists, engineers, consumer groups, industry, and Federal

agencies,

We are confident that the Agency's efforts thus far to classify
devices and establish standards have been wholly consistent with
the bill, and we hope the legislative history reflects this. We
believe it sh0u¥& be clearly understood that the FDA can build

upon what has been done already and can develop and use flexible

procedures consistent with Congressional intent.

Several features of H.R. 5545 cause us concern or could be improved

or clarified.

1. The procedure for establishing a standard includes two initial
steps that FDA believes can be collapsed into one. The bill should
combine the notice for submission of comments concerning the
establishment of a standard {proposed section 514(b)) with the
notice inviting submission of offers concerning the proposed

standards (proposed section 514(c)).
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2. H.R. 5545 provides for an opportunity for review of a device
standard by an independent advisory committee which shall not be

a panel established for purposes of‘recommendaticns on classification
and premarket approval. We believe this provision can be éhanged

in a way that will allow FDA to make efficient use of its advisory
committees while assuring that standards are not reviewed by
individuals who may have prejudged an issue. We belijeve it is

enough that the bill prohibit inclusion on an independent advisory
committee of those individuals who have served on a classification

panel which had considered the particular standard under review.

3. The FDA has experienced great delays in removing unsafe and
ineffective drugs from the market. One problem with the current

drug law is the requirement of opportunity for a formal, evidentiary
hearing, as prescribed in 5 U.S.C. 554. H.R. 5545 would require the
FDA to provide opportunity for this same type of formal hearing when
the agency approves, denies, or withdraws approval of a device
application or takes comparable action regarding a product development
protocol. We believe that an informal hearing, as defined in the
bill, will assure fairness to interested persons without hindering

Agency activities.
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4. We have related concerns about the banned device provisions of
section 516. Based on our experience with drug removals, we would
urge that all banning orders take effect upon publication and pendihg
any further administrative proceedings, including any decision as to

whether a hearing is to be held.

5. It is important that device manufacturers, importers, and distributors
notify the Agency of all defects in medical devices. This has been a
particular problem in our experience with pacemakers, where companies
have not told the Agency that they have found defects in their products
or that they have undertaken recalls. Under S. 510, there would
be,spggific defect;thﬁfiéation authority as é part of the "3-R"
remed%es--repair, replacement, or refund. However, this notifi-
cation authority would be limited to product-related defects

presenting a substantial risk to the public safety. Under

H.R. 5545, there would be no specific defect reporting provision,

but the general reporting provision of section 519 authorizes
regulations requiring defect reporting in all appropriate cases.

We favor the provisions of section 519 of H.R. 5545 which would
authorize us to require defect notification in instances in which
industry may not regard a degree of risk as "substantial," or

where it is unclear whether the risk is due to the product itself

or the lack of skill of users. However, we believe the Committee
should make it clear that the deletion of the specific defect
reporting provision is not meant to imply that FDA lacks authority

to require device manufacturers, importers, and distributors to

report device defects.
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6. The records and reports provisions could be improved by deletion
of the provision in proposed section 519(a)(1) barring "requirements
unduly burdensome to a device manufacturer, importer, or distributor
taking into account his cost of complying with such requirements and
the need for the protection of the public health and the implementation
of this Act." This language is unnecessary in view of current and
pronosed requirements that Federal agencies take into account the
economic impact of their requirements. These provisions would merely
lead to unproductive araqument and nossible litiaation between FDA

and industry as to what is burdensome but would not add any real
safequards to assure that burdensome requirements are not imposed.
Also, the section 519(a)(5) restrictions upon reportinag authority

for devices subject only to general controls may be misunderstood.

We read these requirements as only restrictinq‘ use by FDA of the
reporting authority to require that research be conducted that

will generate data meeting FDA reporting requirements, or to

require routine periodic reporting unrelated to public health need.

It should be noted that if FDA does not have adequate authority to obtain
information on class I (general controls) devices, there will be an
incentive to place these devices in class II (standards) or class III

(premarket approval).
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7. Researchers and teachers who directly import devices for their
own use should be subject to recordkeeping and reporting requirements,

which would require a change in proposed section 519(b)(2).

8. There is a need to allow marketing of custom devices which

necessarily deviate from requirements which would otherwise be

applicable to the device under the standard-setting or premarket

approval provisions of the bill. However, it is essential that

the custom device provisions not serve as a loophole timt will

aliow the marketing of dangerous or deceptive products. The custom

device provision of H.R. 5545 (section 520(b)) would not, as we

read the bill, exempt any device from otherwise applicable regulations

for investigational deVices or banned deviFes. It should also be made clear
that FDA would be able to take necessary action to curb a practitioner's
use of a custom device as a course of conduct on a number of patients,
where this use is repeated to such an extent that the practitioner

is in effect conducting unsupervised experiments, or allowing the

marketing of a product that would otherwise be unlawful. We recognize that
many of the devices used by certain practitioners, for example, dentists,
involve a certain degree of custom design for each patient, as a

course of conduct, and this is not objectionable. Thus, a provision
limiting use of custom devices as a course of conduct must be

carefully drafted to prevent abuses, but not to prevent use of

custom products where justified by medical need.



- 16 -

9. wé'uhderstaﬁamthe Dfeséription device pfdvisions of ﬁéﬁwsé&tgsﬁWSQO(ef,
ahd related provisions in sections 514 and 515, would authorize restrictions
to assure effectiveness as well as safety. However, this undefstanding is |
based unon our knowledae of similar terms used in drug law and hay bé

easily misunderstood by those who are not familiar with the hisébry of

those terms. To prevent misunderstandina, these orovisions should be
clarified, but it should be made clear that the Committee

does not intend to imply any limitations on our authority concerning

restrictions on use or distribution of drugs.

10. We believe it is unnecessary to require establishment of a separate
advisory committee to advise FDA concerning good manufacturing practice
requlations. Our present procedures provide ample opportunity for industry,
consumers, and scientists to make known their views in this area. If

a specific adyisory committee on cond manufacturing nractice regulations
seems desirable, we will establish one. Ue also regard as unnecessary

an exnlicit system for petitions for exemption or variance from good

manufacturing practice reaulations.

CONCLUSION
In summary, Mr. Chairman, we recognize the need for medical
device legislation. Within the budget restrictions and current

resource limitations which I alluded to earlier, this Department has no

objections to the substance of H.R. 5545, with the changes outlined above.

Mr. Chairman and Members of the Subcommittee, this concludes by

statement. My colleagues and I will be pleased to answer any

questions you may have.
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Honorable Hugh Scott
Minority Leader

United States Senate
Washington, D. C. 20510

R
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Dear Hugh: BN
There is before the Senate, as reported by the Committee on Labor and
Public Welfare, S. 510, the "Medical Device Amendments of 1975."

The reported bill is identical with S. 2368, which was passed by the
Senate during the 93rd Congress, providing the Food and Drug Adminis-
tration (FDA) with a number of new authorities relating to medical
devices. S. 510 would enable the establishment of mandatory standards,
require premarket scientific review in certain cases, and control
investigational devices, It would also require manufacturers to
register, maintain records, make reports, notify FDA of defective
products, and comply with good manufacturing practice regulations.

*

We have certain objections to the reported bill, as discussed below.

One of the principal issues of medical device legislation concerns
what types of devices should be subject to scientific review.

S. 510 provides that devices that are life-sustaining or life-supporting
must be classified as requiring premarket scientific review even if
standards or an exemption would be adequate. We believe this provision
is too broad and that the following alternative language would be
preferable to the first sentence of proposed section 514(a) (1) of the
Act.

SEC. 514. (a) (1) The Secretary may declare that a device (or

type or class of device) for which scientific review has been
determined to be appropriate pursuant to section 511(d) shall

be subject to scientific review under this section with respect
to any particular use or intended use thereof, if, after consul-
tation with the appropriate panel or panels specified in sub-
section (b), and finds that (A) insufficient information exists
(i) to assure effectiveness or (ii) to assure that exposure to
such devices will not cause unreasonable risk of illness or
injury and (B) scientific review may assure effectiveness or

may reduce or eliminate such unreasonable risk and (C) no more
practicable means to assure effectiveness or to reduce or eliminate
the unreasonable risk are appropriate and (D) the device purports
or is represented to be for a use which is of substantial
importance in supporting, sustaining, or preventing impairment

of human life or health,***
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Conforming amendments would be needed in proposed section 511 of the Act
regarding criteria for classification of medical devices, including
deletion of the last sentence in proposed section 511(c) (1) (B).

The Department also opposes the provision in the bill concerning pro-
tection of human subjects in device legislation. The excessive speci-
ficity of this language would freeze into law the current requirements
of Department policy, and .thereby interfere with its further administra-
tive udpating to keep pace with developments in biomedical technology.
As you are aware, the Department supported legislatiom similar to

S. 510 in the 93rd Congress. If amended to meet the objections outlined
above, the Department woyuld-have no objections to the substance of S. 510.
If S. 510 were to become law, FDA's existing Bureau of Medical Devices
and Diagnostic Products would be charged with carrying out the responsi-
bilities created by the bill's enactment. The Senate should understand
that, because of budget restrictions, the Bureau would begin to implement
a strengthened medical devices regulation program within FDA's current
resources. No additional sums would be necessary in the current year.
In future years funds for this program will continue to be provided

by adjustments in existing programs rather than by any increase in the
FDA's budget.

We are advised by the Office of Management and Budget that there is no
objection to the presentation of this report from the standpoint of the
Administration's program.

£ Sincerely,
L
- /‘ 4
Ve R .
Er ” .,f":. U ;'“‘“;ri.,.',‘- . .
. Secretary
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FROM : CASPAR W. WEINBERGEFi )&

SUBJECT: Medical Device Legislation

OMB has advised us of your decision not to re-propose to the Congress
legislation which the Administration previously sponsored if such
legislation would cost additional resources not specifically included
in your 1976 budget, even though it may be mentioned in the budget.
One legislative proposal which is in this category and which I wish
to bring to your attention involves authority to regulate medical
devices. The circumstances surrounding this piece of legislation

are such that vou may wish us to support it even though it may be
viewed by some as an exception to your general rule, Actually, I

do not believe it requires an exception to that rule; it can and
should be a no-cost proposal this year, and therefore need not be
"caught in the net" of that rule.

The legislation would provide the Food and Drug Administration with
needed authority to establish mandatory standards for medical devices,
require premarket scientific review in certain cases, and control
investigational devices. We have sought sensible legislation in this
field in order to preclude such problems as defective pacemakers,
implanted heart valves, kidney dialysis machines, and potentially
dangerous intrauterine devices. Because of the critical nature of
these devices even a very small error rate results in significant
human tragedy, and so this new legislation is clearly in the
"humanitarian" category.

The problem in not supporting medical device legislation this year is
greater than just the fact that the Administration has supported this
legislation in the past two Congresses. Prior to your decision the
Food and Drug Commissioner, in testimony this year before the Congress,
hag used our medical device legislation and its prospective trans-
mission to the Congress as a basis for heading off other undesirable
legislation. He offered such testimony in good faith, believing that
legislation would soon be transmitted based on our past support. It
is reasonably clear that the Congress will pass some legislation on
medical devices this session no matter what we say. But failure of
the Administration to take a positive position on this legislation
would place the Department in an awkward position at best.
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Because I both understand and agree with your strong position to
hold down Federal expenditures, I think we cannot proceed with

this proposal in a "business as usual" fashion. We could, however,
take the position that we favor enactment of this legislation this
vear with the understanding that implementation in FY 1976 would
be conducted within resources already budgeted for the Food and
Drug Administration. Given the circumstances in this case, I would
prefer to proceed in this fashion if you agree.

I have attached at Tab A a copy of my draft letter to Senator Scott
on the pending medical devices bill. The letter favors enactment
this year but indicates an intention to implement within available
resources in 1976, The letter to Senator Scott does state, correctly,
that additional resources will be reguired in Fiscal 1977.

Recommendation

I recommend that you endorse our support of a medical devices bill
but at no additional FY 1976 cost.

Decision

Support medical devices bill but
at no additional FY 1976 cost

Do not support medical devices bill

Attachment
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Honorable Hugh Scott
Minority Leader

Uinited States Senate
Washington, D. C. 20510
Dear Hugh:

There is before the Senate, as reported by the Committee on Labor and

Public Welfare, S. 510, the '"Medical Device Amendments of 1975."

The reported bill is ddentical with S. 2368, which was passed by the
Senate during the 93rd Congress, providing the Food and Drug Adminis-
tration (FDA) with a number of new authorities relating to medical
devices. S. 510 would ehable the establishment of mandatory standards,
require premarket scientific review in certain cases, and control
investigational devices. It would also require manufacturers to
register, maintain records, make reports, notify FDA of defective

products, and comply with good manufacturing practice regulations.
We have certain objections to the reported bill, as discussed below.

Cne of the principal issues of medical device legislation concerns

what types of devices should be subject to scientific review.
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S. 510 provides that devices that are life-sustaining or life-supporting .
must be classified as requiring premarket scientific review even if
standards or an exemption would be adequate. We believe this provision
is too broad and that the followingvalternative language would be
éreferable to the first sentence of proRSsed section 514(&)(1} of the

Act.

SEC. 514. (a)(l) The Secretary may declare that a device (or
type or class of device) for which séientific review has been
determined to be appropriate pursuant to section 511(d) shall

be subject to scientific review uﬁder this section with respect
to any particular use or intended use' thereof, if, after consul-
tation with the appropriate panel or. panels specified in sub-
section (b), he finds that (A) inéufficient information exists
(i) to assure effectiveness or (ii) to assure that exposure to
such devices will not cause unreasonable risk of illness or
injury»and (B) scientific review may assure effectiveness or

may reduce or eliminate such unreasonable‘risk and (C) no more
practicable means to assure effectiveness or to reduce or eliminate
the unreasonable risk are appropriate and (D) the device purports
or is represented to be for a use which is of substantial
importance in supporting, sustaining, or preventing impairment

of human life or health.#%%

]

Conforming amendments would be needed in proposed section 511 of the Act

regarding criteria for classification of medical devices, including
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deletion of the last sentence in proposed section 511(c}(1)(B).

The Department also opposes the provision in thé bill concerning pro-
tection of human subjects in device investigations. The excessive
specificity of this language would freeze into law the current
requirements of Department policy, and thereby interfere with its
further administrative updating to keep pace with developments in

bionedical technology.

As you are aware, the Department supported legislation similar to

8. 510 in the 93rd Congress. If amended to meet the objections
outlined above, the Department also supports eﬁactment of S;~510.
FDA's existing Bureau of Medical Devices and Diagnostic Products would
be charged with cérrying out the responsibilities created by the
bill's enactment. Because of the President's decision not to initiate
new spending programs this year, the Bureau would begin to implement

a strengthened medical devices regulation program within FDA's

current resources. Additional resources necessary to implement:

enacted legislation would be requested in the President's Budget

for FY 1977.

Ve are advised by the Office of Management and Budget that there is no
objection to the presentation of this report from the standpoint of the

Administration's program.

Sincerely, '

Secretary
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Honorable Hugh Scott
Minority Leader

Uinited States Senate
Washington, D, C. 20510

Dear Hugh:

There is before the Senate, as reported by the Committee on Labor and

Public Welfare, S. 510, the "Medical Device Amendments of 1975."

The reported bill is identical withvS. 2368, which was passed by the
Senate during the 93rd Congress, providing the Food and Drug Adminis~-
“tration (FDA) with a number of new autheritieé relating to medical
devices, S. 510 would enable the establishment of mandatory)standards,
require premarket scientific review in certain casés, and control
investigational devices., It would alsoVrequire ménufacturers to
register, maintain records, make reports, notify FDA of defective

products, and comply with good manufacturing practice regulations.
We have certain objections to the reported bill, as discussed below.

One of the principal issues of medical device legislation concerns

vhat types of devices should be subject to scientific review.
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S. 510 provides that devices that are life-sustaining or lifewsupporting'.

must be classified as requiriﬁg premarket scientific review even if
standards or an Qgemption would be adequate. We believe this pro;isign
is too broad and that the followingjgiternative language would be
préferable to the first sentence of pfbgésed section 514(3)(13 o} the

Act.

SEC. 514. (a)(l) The Secretary may declare that a device (or
type or class of device) for whicﬁyé;ientific review has been
determined to be appropriate pursuant to section 511(d) shall

be subject to scientific review uﬂder this section with respect
to any particular use or intended usé‘fherebf, if, after consul-
tation with thekappropriate panel or. panels specified in sub-
section (b), he finds that (A) ingufficient information exists
(1) to assure effectiveness or (ii) to assure that eprsure to
such devices will not cause unrcasonable risk of illness or
injuryAand (B) scientific review may assure effectiveness or

may reduce or eliminate such unreasonable risk and (C) no more
practicable means to assure effectivenéss or to reduce or élimipate
the unreasonable risk are appropriate and (D) the device purports
or is represented to be for a use which 1s of substantial
importance in supporting, sustaining, or preventing impairment

' ) ,

of human life or health.®*x%
\

Conforming amendments would be needed in proposed section 511 of the A

regarding criteria for classification of medical devices, including
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deletion of the last sentence in proposed section 511(c) (1) (B).

The Department also opposes the provision in the bill concerning pro-
Y i
tection of human subjects in device investigations. The excessive -

specificity of this language would freeze into law the currént
re&uirements of Department policy, and thereby interfere with i;s
further administrative updating to keep pace with develoéments in

‘ " biomedical technology. - . -

Z:és you are aware, the Department supported legislation simila

S. 510 in the 93rd Congress. If amended to meet the ohjections e 2
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We are advised by the Office of Management and Budget that there is no

objection to the presentation of this report from the standpoint of the

Administration's program.

Sincerely, / e

Secretary
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Don Hirsch

- HEW'
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As you are aware, the Department supported legislation
similar to S. 510 in the 93rd Congress. If amended to
meet the objections outline& above, the Department would
have no objection to the substance of S. 510. However,
I must call your attention to the President's policy
urging that no new programs be enacted this year which
would require increased Federal spending over the amounts
recommended in his budget. Specifically, the President
said in his State of the Union address:

"I have [also] concluded that no new spending

programs can be initiated this year, excépt

those for energy."
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FROM ¢ CASPAR W. WEINBERGE%

SUBJECT: Medical Device Legislation

OMB has advised us of your decision not to re-propose to the Congress
legislation which the Administration previously sponsored if such
legislation would cost additional resources not specifically included
in your 1976 budget, even though it may be mentioned in the budget.
One legislative proposal which -is in this category and which I wish
to bring to your attention involves authority to regulate nedical
devices. The circumstances surrounding this piece of legislation
are such that you may wish us to support it even though it may be
viewed by some as an exception to your general rule. Actually, I

do not believe it requires an exception to that rule; it can and
should be a no~cost proposal this year, and therefore need not be
"caught in the net" of that rule.

The legislationlwould provide the Food and Drug Administration with
needed authoritj to establish mandatory standards for medical devices,
require premarket scientific review in certain cases, and control
investigational devices. We have sought sensible legislation in this
field in order to preclude such problems as defective pacemakers,
implanted heart valves, kidney dialysis machines, and potentially
dangerous intrauterine devices. Becausz of the critical nature of
these devices even a very small error rate results in significant
human tragedy, and so this new legislation is clearly in the
Yhumanitarian" category.

The problem in not supporting medical device legislation this year is
greater than just the fact that the Administration has supported this
legislation in the past two Congresses. Prioxr to your decision the
Food and Drug Commissioner, in testimony this year before the Congress,
has used our medical device legislation and its prospective trans-—
nission to the Congress as a basis for heading off other undesirable
‘legislation. He offered such testimony in good faith, believing that
legislation would soon be transmitted based on our past support. It
is reasonably clear that the Congress will pass some legislation on
medical devices this session no matter what we say. But failure of
the Administration to take a positive position on this legislation
would place the Department in an awkward position at best.
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Because I both understand and agree with your strong position to
hold down Federal expenditures, I think we cannot proceed with
this proposal in a "business as usual" fashion. We could, however,
take the position that we favor enactment of this legislation this
vear with the understanding that implementation in FY 1976 would
be conducted within resources already budgeted for the Food and
Drug Administration. Given the circumstances in this case, I would
prefer to proceed in this fashion if you agree.

I have attached at Tab B a copy of my draft letter to Senator Scott
on the pending medical devices bill. The letter favors enactment
this year but indicates an intention to implement within available
resources in 1976. The letter to Senator Scott does state, correctly,
that additional resources will be required in Fiscal 19877.

Recommendation

I recommend that you endorse our support of a medical devices bill
but at no additional FY 1976 cost.

*

Decision

Support medical devices bill but
at no additional FY 1976 cost

Do not support medical devices bill

Attachment
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Honorable Hugh Scott
Minority Leader

Uinited States Senate
VWashington, D. C. 20510
Dear Hugh:

There is before the Senate, as repofted by the Committee on Labor and

Public Welfare, S. 510, the "Medical Device Amendments of 1975."

The reported bill is identical with S. 2368, which was passed bykthe:
Senate dufing the 93xd Congress, providing the Food and ﬁrungdminis-
tration (FDA) with a number of new authorities relaﬁing to medical
‘devices. 8. 510 would enable the establishment of mandatory standards,
require premarket scientific»review in certain cases, and control |
investigational devices. It would also requiré manufacturers to

register, maintain records, make reports, notify FDA of defective

products, and comply with good manufacturing practice regulations.
Ve have certain objections to the reported bill, as discussed below.

One of the principal issues of medical device legislation concerns .

what types of devices should be subject to scientific review.
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S. 510 provides that devices that are life-sustaining or life-supporting .
must be classified as requiring premarket scientific review even if
standards or an exemption would be adequate. We believe this provision

is too broad and that the folldwingralternative language would be

" preferable to the first sentence of pfogSsed section 514(a) (1) of the

Act.

SEC. 514. (a)(l) The Secretary may declare that a device (or
type or class of device) for which séientific review has beeﬁ
determined to be appropriate pursuant to section Sli(d) shall

be sﬁbject to scientific review uﬁder this section with~fespect
to any particular uée or intended use' thereof, if, after consul-
tation with the appropriate panel or. panels specified in sub-~
section (b), he finds that (A) inéufficient informatién exists
(i) to assure effectiveness or (ii) to assure that eﬁposure to
such devices will not cause unreasonable risk of illness or
injuryvand (B) scientific review maﬁ'assure effectiveness or

rmay reduce or eliminate such unreasonable risk and (C) no more
practicable means to assure effectivenéss or to reduce or elimipate‘
the unreasonable risk are appropriate and (D) the device purports
or is represented to bé for a use which is of substantiélv
importance in supporting, sustaining, or preventing impairment

of human life or health.®%%

*

Conforming amendments would be needed in proposed section 511 Sf the Act

regarding criteria for classification of medical devices, including
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deletion of the last sentence in proposed section 511(c) (1) (B).

The Department also opposes the provision in thé bill éoncerning pro-—
tection of human subjects in device investigations.V The excessive
specificity of this language would freeze into law the current
requirements of Department policy, and thereby interfere with its
further administrative updating to keep pace with develoéments in

bionedical technology.

As you are aware, the Departwment supported legislation similar to

S. 510 in the 93rd Congress. 'If amended to meet the objections

~

outlined above, the Department also supports enactment 6f\S% 510.
FDA's existing Bureau of Medical Devices and Diagnostic Products &ould
be charged with cérrying out’the responsibilities created by the
bill’s enactment. Because of the President's decisioﬁ,not to initiate
new spending pfograﬁs this year, the Bureau would begin to implemeng

a strengthened medical devices regulation program within FDA's

current .resources. Additional resources necessary to implement ...
enacted legislation would be requested in the President’'s Budget

for FY 1977.

o

Ve are advised by the Office of Management and Budget that there is no
objection to the presentation of this report from the standpoint of the

Adoinistration's program.

Sincerely, .

Secretary



THE SECRETARY OF HEALTH, EDUCATION, AND WELFARE
WASHINGTON, D. C. 20201

APR 101975

MEMORANDUM FOR THE PRESIDENT

FROM : Caspar W. Weinberge
SUBJECT: Medical Device Legj

You may have noted in the newspapers of April 8, 1975 (attachment),

the articles referr1ng to those heart pacemaker deficiencies
which resulted in the death of 8 patients. It is possible

that another 18 deaths will be attrlbuted to deficiencies in
these devices.

Heart pacemakers are devices which electrically stimulate the
heart and cause it to beat at prescribed rates and regularity.
Certain forms of heart disease result in failure of the normal
mechanism which causes the heart to beat. The implantation of
a pacemaker may make the difference between 1life and death.

When properly functioning, the pacemaker application can resu]t
in restoration of the patient to a productive life.

In order to prevent the 1mp1antat1on of faulty pacemakers, we
need the authority to review the devices before they are sold

to physicians. It is this type of problem which has been the
basis of my interest in the new medical device legislation. I
have called your attention to the legislation in my memorandum
to you dated April 3, 1975 (attachment). It occurred to me

that this specific example may help clarify my reason for asking
you to endorse our support of a medical dev1ces bill at no
add1t1ona1 FY }976 cost.
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26 deaths associc

ted wiih

defective pacemakers, U.S. says

Washington H—DNefective

cardiac pacemakers have been
associated witn at least 25
tdeaths of heart pafients over
the fast three years, the secre-
jLary of Health, Educeiton and
" Weifare said yosterday.

Eignt of the deaths were
atiribied lo the fadure of im-

- plented pucemakers, Sceretary

Caspar W. Weinberger said,
and 15 other deaths gleaned
from company files are unger
investigation.

Secrctary Weinberger's 11-
*pace ieter was hand-celivered
1o Senator Abrabem Ribicofl
HD., Coun.), chairman of the
Sanate Government Operations
-Comunittee, who hod asked for
zdministration comment ¢n a

reccat General Accounting Oi-
fice report.

Congressiona! auditors were
critical of the Food and Drug
Administration’s handling of
ihe vecali of about 23.G30 pace-
maters by General Elecirie,
'Bé:m'onik. Cordis and Vitatron
since 1972 :

Until now, the FDA, which
ates medical devices, in-
icluding  paceinakers, has
iplaced the toll al fewer than 19
jC€eaths. An estimated 125.000
{ 4mericans have surgically-im-
iplanted pacemakers fo regu-
jiaie their heart beat.

t Secretary Weinberger said
1al! the device failures were
‘gue to “improper design, ma-
+terial or component selection,
sor processing” and not, as Sen-
‘ator Ridicoff charged, to the!
agency’s rejection of a 1%9
Navy standard for heremeti-
cally sealing electronic compo-|
nenis. .

’ “FDA at this time does tot

believe imposition of a stard-
ard simply to require the her-
‘metic sealing of ail impianted
ipacemakers is necessary Of
wise,” his letter said. “Moreo-
ver, it could introduce oiher
problems which would ad-
vesely affect the present utii-
ity oi pacemakers.”

Secretary Weinberger said it
cfien is difficult to detarmine
whether a pacemaker failure
resulted in deatn or isjury. He
s2id pacemaker paticals range
from infanis with conzenital
defects to elderly persons sui-
fering from arteriosclerosis,
“all whose hearts are defecuve
and whose deaths often are not
unexpected.”

deaths asscciated with acceler-
* ated pulsz rate and taree oth-
‘ers of questinnable cause.

GE recall of 1.231 unils
"between June 1974 arc Febr

ary 1973, Lwo deaths associated.

with accclerated pacing.

o Biolronik recail of 233
pacemukers in Febraary and
October 1574, oxe dex'n and 27
injuries ass i am-
mation and
edly caused by leax
ies.

ing baiter-

o Cordis recall of 11030
‘asynchroaous pacemakers in
‘July 1973, one death associaied
:with high pacing. The FDA
said it is still investigating 18
dezths “associated with bigh-
pacing-rale pacemakers as de-
termined from an exam

iination

‘of records obiained irom the |

firm.*

e Vitatron recall of &6
. pacemakers in June and Oclo-
« ber 1974 and Mareh 1975, four

tinjuries involving high pacing

o Cordis recail of 4.5 de-} ung [oss of output.

mand-type pacemakers in Oc-
“tober 197 and Februsry 1875,
still under investigatien witl
.o report on deaths or injurles.

i

e provided Senater Ribicoff
with the following hist of pace-

maker deaths and injuries:
e General Electric recall o

f

574 upils in cariy 1972, fodF

Secretary Weinherger said
the FDA will prepose good

manufacturinz-practice regu'a

tions thiz year ts

said the Nationa! Bureau ofi
Standards has develoned new,
test and evaluation methods. }d.

Responding to Senator Ribi-|
coff's suggestion that the Navyinand del
-standard should have beeniip.,

April 8, 1975, p. 16
Defective Pacemakers
Involved in 26 Deaths,
HIEWW Sceretary Says

WASHINGTON (AP)—Defective cardize

- 16 govern, the pacemakers have becn associated with at
quality of materials. parts'and least 26 deaths of heart patiants in the past
processing of pacemakers, to tarea years, lhe Sccretary of Health, Educa-
-teduce defects. In addition, he ton ~nd Wellaze satd.

Eight of the deaths were direetly altish-
luted o implanted pacemaker failures, Sce-
e*ary Cagpar Weinberger said. aud 13 other
ealls are unler investigation.
Mr. Weinberger's 1i-page lefter  was
livered to Sen. Abrakam RibicofZ
Conn.), chairman of the Senite Govern-

adopted, the secretary szid!ment Operations Committee, who asked for
. manufacturers have been her-|administration comment on a rccent Gea-
meuc_ali,y sealing semi-conduc-|eral Accounting Office report.

tor devices since the early Cengressional auditors were cmtical of
1%60's. The entire unil cannot the Feot and Drus Administration's ham-

ibe sealed, however, bLecause diing of the recall of about 23,669 prcemake
mercury batteries produce fw- ers by General Eleciric Co., Cord:s Corp.,

drogen gas which must be pg- Mizmi, Fla.; Biotronik Corp.,

leased, he said.

jdefective and whose deaths ofien aren't us-

vest Ger-
many. ard Vilalronics Medical Inc., the
Netherlands.

Until_row, the FDA. which rezulates
medical devices. including pacemakers, has
placed the toll at fewer than 19 Ceaths. An.
estimated 115.099 Americans have surgi-
cally implanied pacemakers to regulate
their heart beat. ;A

Mr. Weinkerzer said all the device faii.’
ures were due to “improper” desiza. mate.:
rial or part seleetion, or processing™ rather.
than, &s Sen. Ribicof has chargad, to thel
agency's rajection of & 1563 Novy siandard, -
for hermeticaliy sealing electronic parts.

“FDA at this time doesn’t helieve fxpe-
sition of & standard simply to reguire the
hermetic sezling of ali inplanted ;aame.k—i
ers is necessary or wise,” Mr. WeinSerzer's:
leiter said. *Moreover, it could introguce:
other problems which would adversely 22-i

ifect the present utility of pacemakers.” ¢

Mr. Weinberger said It often is Cifficui®
to determine whethier a pzcemaker fatlure
resuited in dz2ath or injury. He said pece-
makar palents range from infants with cone
genital defects to eiderly persons sullering
from arteriosclerosis, “all whose hearts are

expected.”

Mr. Weinberger satd the FDA will pro-
pose pgood-manulgchiring-practice rezula-
tions tids year to gevern the gquality of ma.
terials, parts and p siny of pacemals
In gdditian. he said that the Naticnal Bu-
Teau of Standarda has developed new test
and evaluation rsethods.

Responding to Sen. Ridicofl's suzzesttin
that the Navy stgndard should have been
adopted, the- Secratary ssid nimpatacturers
have been hermstically sealing semiconduce
tor devices since the early 1950w, The entics
unit can't be scalol, kowever, because mer-
cury batleries produce hydrogen gas that

must ba re'.cnth, be satd.

Wall Street Jour.
April 8, 1975, p. 1
ctective csrdlse paremakers bave 6‘.-:
rectly contrinated to eight doaths of autt
patients in the past thres yeurs and 13 ciles
deaths are under investigution, Haulth, Sou-]
cation &nd Weilare Sucrelary Weinlerger;
told £ congressianal commitles lonking stutol
the niatter. i
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THE SECRETARY OF HEALTH, EDUCATION, AND WELFARE
WASHINGTON, . C. 202014 '

MEMORANDUM FOR THE PRESIDENT
FROM : CASPAR W. WEINBERGER § , ("1 6

SUBJECT: Medical Device Legislation

OMB has advised us of your decision not to re~propose to the Congress
legislation which the Administration previcusly sponsored if such
legislation would cost additional resources not specifically included
in your 1976 budget, even “hough it may be mentioned in the budget.
One legislative proposal which is in this category and which I wish
to bring to vour attention involves authority to regulate medical
devices. The circumstances surrounding this piece of legislation

are such that you may wish us to support it even though it may be
viewed by some as an exception to your general rule, Actually, I

do not believe it reguires an exception to that rule; it can and
should be a no-cost proposal this year, and therefore need not be
Ycaught in the net" of that rule.

The legislation would provide the Food and Drug Administration with
needed authority to estsblish mandatory standards for medical devices,
require premarket scientific review in certain wases, and control
investigational devices. We have sought sensiblz legislation in this
field in order to preclude such problems as defertive pacemakers,
implanted heart valves, kidney dialysis machines, and potentially
dangerous intrauterine devices. Because of the zritical nature of
these devices even a very small error rate resulis in significant
human tragedy, and so this new legislation is clzarly in the
"humanitarian" category.

The problem in not supporting medical device legislation this year is
greater than just the fact that the Administratimm has supported this
legislation in the past two Congresses. Priocr itz your decision the
Food and Drug Cormissioner, in testimony this vesr before the Congress,
has used our medical device legislation and its prospective trans-
mission to the Congress as a basis for heading off other undesirable
legislation. He offered such testimony in good Saith, believing that
legislation would soon be transmitted based on owr past support. It
is reasonably clear that the Congress will pass some legislation on
medical devices this sessicn no matter what we say. But failure of
the Administration to take a positive position mr this legislation
would place the Department in an awkward positimm at best.
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Becauze I both understand and agree with your strong position to
hold down Federal expenditures, I think we cannot preceed with

this proposal in a "husiness as usual®™ fashion. Ve could, however,
take the rosition that wa favor enactment of this legislation this

year with the underrtanding that implesentation in PY 1976 would

be conducted within resources already budgsted for the Food and

. Drug Administraticon. Given the circumstances in this case, I would
prefer to proceed in this fashion if ycu qrea.

X have attached at Tab A a cony of ny draft letter to Senatoy Scott
on the rending medical devices bill, The letter favors enactment

this year but indicates an intention to irplement within avallakle
resourcas in 1975, The letter to Senator Scott does state, correctly,

that additional xesources will be required in Fiscal 1977,

Recommendation .

I recormmand that you endorse our supporxt of a medical devices bill
but at no additional ¥FY 1976 cost.

-

Pecision

Support medical devices bill but
at no additicnal FY 1970 cost -

Do not zupport medical devices bill

Attachment

cc: Dr. Cooper - H
- Samuel/Sopper - L
Dr. Altman - P

P:WAMorrill/mrj 4-2-75
REVISED:CWWeinbergex/mrj 4-3-75
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Honorable Nugh Scott
Minority Leador

Uinited States Sonate -
Veshington, DL, €. 20510 ) ' )

Dear Hugh:
There is bwefore the Senate, as reported by the Committee on Labor and

Public Welfare, S. 510, the "Medical Device Aumendments of 1975.7

The reported bill is identical with S. 2368, which was passed by the
Senate~during the S3rd Congréss, providing the Food and Drug Adminis-
tration (FDA) with 2 number of new authoritics relating to medical
devices. S. 510 would enable the establishment of rmandatory standards,
require premarket scientific review in certain cases, and control
investigaticnal devices. It would also require manufacturers to
register, maintain records, make reports, notify FDA of defectiveb

products, and comply with good manufacturing practice regulations.
* We have certain objections to the reported bill, as discussed below.

One of the principal issuves of medical device legislation concerns

wvhat types of devices should be subject to scientific review.

Ly,
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S. 510 provides that devices that are life-sustaining or life~supporting\
must be classified as requiring prosarket scientific reﬁicw even if
standards or an exemption would be aécQuate; We believe this provision
is too bread and that the following alternative language w9uld be
preferable to the first seantence of proposed section 514(a) (1) q% the

Act.

SEC. 514. (a)(1) The Secretary may declare that a device (or

type or class of device) for vhich scientific review has teen
determined to be appropriate pursuant to section 511(d) shall
be subject to scientific review under this section with respect

to any particular use or intended use thereof, if, after consul-

- 3] - . .

tation with thé appropriate panel or paneig specified in sub~ -~
section (b), he finds that (A) insufficient informatibn e#&sts

’(i) to aséure effectiveness or (ii) to éssure that exposure to

such devices will not cause unreasonable risk of illness or

injury and (B) scientific review may assure effectiveness or

‘may reduce or eliminate such unreasonable risk and (C} no more
practicable means to assure effectiveness or ﬁo reduce or eliminate
the unreasonable risk are appropriate and (D) the device purports
or ié represented to be for a use which is of éubstantial

importance in supporting, sustaining, or preventing impairment

of human life or health.®¥%

Conforming amendments would be needed in proposed section 511 of the Act

regarding criteria for classification of medical devices, including
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deletion of the last sentence in proposed section 511(c) (1) (D).

The Department also opposes the provision in the bill concerning pro-

ot

tection of human subjects in device investigations. The cxcessive

Q

specificity of this language vould freecze into law the current
reguirenents of Department policy, and thereby interfere with its
further administrative updating to keep pace with dovelopments in
biomedical technology.

.

i

As you are awvare, the Department supported legislation similar to

Ak

S. 510 in the 93rd Congress. If amended to meect the objections
outlined above, the Department also supports enacitwent of §. 510.

¥DA's existing Bureau of lMedical Devices and Diazgnostic Products would
- . . Lo

be charged with carrying out the responsibiliti¢s creatced by the
bill's enactnent. Becausé of the President's decision not te initiate
new spending programs this year, the Burecau would begin to implement

a strengthened medical devices regulation program within FDA's

current resources. Additional resources necessary to implement

enacted legislation would be requested in the President's Budget

for FY 1977.°

We are advised by the Office of Management and Budget that there is no
objection to the presentation of this report from the standpoint of the

Administration's program. e

Sincerely,

-

Sccrctary





