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94TH CONGRESS SENATE REPORT
1st Session No. 94-33

MEDICAL DEVICE AMENDMENTS OF 1975

MarcH 11, 1975.—Ordered to be printed

Mr. KENNEDY, from the Committee on Labor and Public Welfare,
submitted the following -

REPORT

[To accompany S. 510]

The Committee on Labor and Public Welfare, to which was referred
the bill (S.510) to protect the public health by amending the Federal
Food, Drug, and Cosmetic Act to assure the safety and effectiveness of
medical services, having considered the same, reports favorably there-
on without amendment and recommends that the bill do pass.

I. INTRODUCTION

One year ago, on February 1, 1974, the Senate passed the Medical
Device Amendments of 1973, which would have provided the Food
and Drug Administration, for the first time, the authority to require
that all medical devices are safe and effective before they are allowed
in the marketplace. Unfortunately, the House of Representatives was
unable to complete its deliberation on this important piece of
legislation.

On January 28, 1975, the Health Subcommittee conducted a hear-
ing which once again underlined the urgency of enactin, medical
device legislation. The hearing focused on the Dalkon shield, an TUD
which was used by two million American women, and hundreds of
thousands of women overseas, before the very significant health haz-
ards of the device became known. All witnesses before the Committee,
including the Commissioner of the Food and Drug Administration,
testified that many of the deaths and much of the illness attributed to
this device could have been prevented if medical device legislation, as
provided in the reported bill, had been in effect when the Dalkon
shield was developed.
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Today the Food and Drug Administration only has limi
thority to act with respect tg a medical device inythe mark;;e%l:ge
whlqh has l?een proven dangerous and patients have been injured.
Medical device legislation is intended to assure that medical devices
such as these IUD’s meet the requirements of safety and effectiveness
before they are put in widespread use throughout the United States.

The United States is generally recognized throughout the world as
having the highest standards of safety and efficacy for prescription
drugs. These standards have been made possible by Congress’ deci-
sion to give the Food and Drug Administration sufficient authority to
require that drugs be shown to be safe and effective before they are
allowed on the market.

. As medicine progresses, as research makes new breakthroughs, an
increasing number of sophisticated, critically important medical de-
vices are being developed and used in the United States. These devices
hold the promise of improving the health and longevity of the Ameri-
can people. The Committee wants to encourage their research and
development. The Committee also wants to be sure that the FDA has
the proper authority to regulate that process so that. Americans are not
ut at risk from the use of unsafe and ineffective medical devices.
herefore, the Committee believes it is a matter of utmost importance
for the Senate to re-enact the Medical Device Amendments of 1975,
which bill is identical to the legislation which passed last year.

What follows is the substance of a report filed last year by the Com-
mittee res(fectmg S. 2368, which was favorably reported by the Com-
mittee and passed by the Senate. The Committee has reindorsed the
report and the only changes that have been made are to substitute S.
510 for S. 2368 and to make conforming changes in the Section of the
gi);&r:lttee’s report respecting the tabulation of votes in the Com-

II. History or RecuratioN oF Mebpicar Devices anp NEeD For
LrgrsraTion

Federal authority to regulate medical devices was first provided in
the Federal Food, Drug, and Cosmetic Act of 1938. There had been no
provisions in the Food and Drugs Act of 1906 to regulate device safety
and claims made for devices. During the 1930’ reformers pressed for
cnactment of legislation to enable the Food and Drug Administration
(FDA) to undertake the same kind of effort against unsafe or quack
(%ewces ag the 1906 Act had allowed against impure or fraudulent
drugs.

The 1938 Act defined “device” and provided the same basic authority
over devices as applied to drugs, with the important exception of pre-
clearance authority which was only provided for new drugs. From leg-
islative history it is clear the term “device” was intended to include
both quack machines and legitimate articles such as surgical instru-
ments, trusses, prosthetic devices, ultraviolet lights, contraceptives,
and orthopedic shoes. No additional authority has been provided since
1938 to improve public protection against unsafe or unreliable devices.

At the time the 1938 Act became law, many of the legitimate devices
were relatively simple items which applied basic scientific concepts so
that experts using them could recognize whether the device was func-
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tioning. The major concern with these devices was assuring truthful
labeling. In the early years, FDA’s activity concerned grossly haz-
ardous products such as lead nipple shields which exposed nursing
infants to danger of lead poisoning. FDA also attacked nasal vapor-
izors and stem pessaries used in contraception or for producing abor-
tion which had the potential for causing puncture or infection. FDA
efforts against thermometers which failed to record properly stim-
ulated the development of standards for these products which greatly
improved their reliability. Similarly, FDA actions against prophy-
lactics (condoms) forced industry measures to reduce the incidence of
defects n these products.

Immediately after enactment of the 1938 Act, FIDA made numerous
seizures of misbranded devices. During World War II, however, reg-
ulatory activity in this area dropped off because war needs resulted in
scarcify of metals and other materials used to make nonessential de-
vices. When metals and other materials were again available after the
war, numerous devices again appeared, many of which were in viola-
tion of the Act.

Many of FDA’s legal actions involved fraudulent devices. Since
ancient times, mankind has used various kinds of gadgetry to cure
or ward off serious ailments. Charms and talismans have been used
throughout recorded history by people who have attributed magical
qualities to them. Inventive individuals have sought to apply the
latest scientific discoveries to the alleviation of health conditions. For
example, after Benjamin Franklin’s discovery of the electrical force
present in lightning, numerous individuals sought to use electrical
energy to treat human ailments. At the time of the American Revolu-
tion, a gadget known as the Perkins Tractor became quite popular.
This device was claimed to be capable of drawing disease out of the
body by its electrical current. Although the construction and fan-
tastiec claims made for many quack devices over the years often, seem
quite amusing, use of these devices can have serious health cBnee-
quences, Whether sold to a consumer or a health professional, a device
which does not perform as promised may pose & risk to health as well
as an economic detriment to the purchaser. Reliance on unwarranted
claims made for a device, recommending use in serious disease condi-
tions, may induce the purchaser to forego seeking timely and appro-
priate medical treatment. Fraudulent devices were a major concern of
Congress in 1938 when it gave FDA authority to regulate devices.

A quack device which was the subject of FDA action in the late
1940’s was the Spectochrome, of one Dinshah P, Ghadiali, which con-
sisted of a 1,000-watt lamp, in a cabinet supplied with colored glass
slides to fit an aperture throingh which the light bathed the patient.
By becoming a member of Ghadiali’s “Institute” for a fee of $90 a
person could obtain the lamp plus voluminous literature which sought
to cloak the scheme in oriental mysticism and sanctity. Claims were
made for its value in treating such diseases as diabetes. cancer, tuber-
culosis and syphilis, and several thousand lamps were distributed. The
first action against the lamp was a single seizure. After a trial which
lasted thirty days, the jury rendered a verdict for the Government,
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and the court enjoined distribution of the lamp. Ghadiali, neverthe-
less, continued to ship it. Multiple seizures followed which did not
stop him. Criminal prosecution was then filed against Ghadiali and
his corporation. After a trial, in which the Government presented an
array of physicians and relatives of victims who had used the device
and died from the diseases it was represented to cure. A fter a verdict of
guilty, the court imposed against. Ghadiali and his corporation fines

totaling $20,000 and a three-year prison sentence against Ghadiali,

}s?tl:&) ifl)l;grisonment was suspended on the condition that the business be
The épectochrome case is related in detail, since it indicates
: 1 since it indicates the
vast amount of effort the Government t expend i i
mix{-ketiﬁugnf bogus devices, "k expend in stopping the
nother type of device which was the subject of FDA acti
0 : ot act
t%le. “Zerret Applicator,” popularly called 1he “Plastic Igzjgﬁ)gﬁas’
\Js:lllch consisted of two plastic water tumblers filled partially with
water, sealed with paraffin, joined at their mouths by scotch tape, and
set mnto paraffin in the handie of plastic baby rattles. It was claim;ad to
:introduce in t_l’le hﬁman body the energy given oft by “expanded hy-
: r(:;%en atoms” or “Z rays” alleged to be present in the liquid sealed
1? fe tumblers. The user was to hold the article in his hands keeping
'tI‘ 1}e~ eet flatly on the floor without crossing the legs, or while reclinine.
h s 1t was claimed, caused the atoms of the body to expand and brinz;:
! :?titgxbtglt-oughdthi hands.1 T}ius article costing $50, was offered to cor-
g esity and abnormal thinness due to glandular mal ioning,
correct diarrhea and constipation, reverse the awinclr ?;;E:;;Ct;gpéggf
na% th?‘ {13@{_, and ,Igugz “any disease known to mankind,” >
e “Vrilium Tube” was a small pencil-shaped tub ini
gia;)ssé }Yéils ,ofda‘,: l:vhlife grmtmlljar substance (bariurlr:; Chloriil: f’iﬁ?gﬁnfnz
0~ anawns of a cent, but this tiny gadoet. ] lled the “Magi
Spike,” was sold for $300 to gullible sick people. Ty o e - Magic
N 15 sol¢ sick people. They were tol
it had radioactive powers that Wou?d 5 Ben it won i dat
: cure disease when it w For
31_1 ghe body, and these trusting purchasers were using it fé;aia:gé;l
1abetes, leu%{emm, ul(f:ers, and other serious diseases ’
ne popuiar area for quack devices has been dia, 108t ’
?.urgng Mthe. 1950’s, the biggest source of such de’czic%;,1 1?;; %)I'fgd Iilllicetg—'
tronic Medical Foundation of San Francisco. On March 16 1954
:;:ggngmn. bagre%d shipment };n interstate commerce of “B}();)d Sp,egdi11
-AITIeIST for use in the Foundation’s diagnostic i A
“Radioscope.” There were estimated to be aboﬁtgg,()(}() o??ﬁglgz%igé:

throughout the country. The diagnostic service was based upon the

theory that any ailment can be € i
'_ \ e dlagnosed by measuring enanati

tf}x;gxr{) 1?)0(311 1:1210}:)81(;(;(11{ éspoft on sfﬁr;le paper. Practitioners who mai?gio?ﬁ
_ LKen from thelir patients received, for liag-
2;)5}1}3 xl;)éaitﬂlieﬁmfd nz.wn;h th}e dli)?fases which the pat’;ient fﬂ}':se 211%1?;:{%
e el location in the body, and the recommended “d; -
tings” ff)r treatment with the Founciat.i,on’s devices. The blood{?slyi;i)tstztd
paper was put into a slot of the electrical device called the “Radio-
iscu;gg while the operator stroked with g wand the abdomen of a person
tolding metal plates connected to the device. If a wand “stuck” to a
!‘)alrtzcula_r location, ”that Was supposed to be & manifestation of an
electronic reaction,” and the operator determined from this the iden-
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tity, kind, location, and significance of any disease present. Investiga-
tion disclosed that this diagnostic service was incapable of distinguish-
ing the blood of animals or birds from that of man, or that of the
living from the dead. Even a spot of coal-tar dye was reported as indi-
cating systematic toxemia, The Foundation’s literature listed hun-
dreds of disease conditions which could be treated by their machines
once the diagnoses had been made by means of the “Radioscope.” Other
devices for which diagnostic as well as therapeutic claims were made
were the “Drown Radio Therapeutic Instrument,” the “Magnetic
Affinitizer,” and the “Neuromicrometer.” These devices involved their
own bizarre intricacies of operation. i .

A considerable number of devices for applying electricity to the
body were subject to regulatory action. This included: (1) devices
which produced galvanic (direct? current, of low voltage b;r means of
dry cells or batteries (“Electreat,” “Acme Electric Machine”), (2) de-
vices which used alternating current with a transformer to reduce the
voltage (“Sinnothermic,” “Elector-Way”), (3) devices in which alter-
nating current as added to galvanic in order to obtain a rippled or

ulsating galvanic current (“Facial and Body Genie,” “Vitalitone,”
“Elector-Pulse”). Other devices sought to use radioactivity, ultrasonic
energy, or infrared, or ultraviolet light to diagnose or treat disease.

Some frandulent devices have been sold to practitioners rather than
consumers. One such device as the Micro-Dynameter, a string gal-
vanometer for measuring minute electrical currents which was claimed
to be capable of allowing diagnosis of particular diseases based on each
disease’s electrical potential. Nearly 1,200 units of the product were
destroyed during one 12-month period after FDA obtained an injunc-
tion against continued shipment of the device in 1963. o

FDA. began focusing more attention on hazards from legitimate
medical devices around 1960. The post-war era was characterized by
many new medical discoveries and saw the development of a vast array
of new and complicated medical equipment. Inventions included heart
pacemakers, kidney dialysis units, and artificial blood vessels and heart
valves.

Although many lives have been saved or improved by the new dis-
coveries, the potential for harm to consumers has been heightened by
the critical medical conditions in which sophisticated modern devices
are used and by the complicated technology involved in their manu-
facture and use. In the search to expand medical knowledge, new ex-
perimental approaches have sometimes been tried without adequate
premarket clinical or animal testing, quality control in materials
selected, or obtaining patient consent.

The present law’'s inadequacy has become a matter of acute concern
because of the rapid technological change in the medical device field.
The sophistication of modern medical devices makes careful testing
necessary to determine if a device operates safely and as claimed. In
early regulatory actions FDA was able to carry its burden of proof
that a device is unsafe or misbranded through expert testimony ; more
recently FDA has had to undertake testing of devices suspected of
violating the law. Many devices are so intricate that skilled health pro-
fessionals are unable to ascertain whether they are defective. Increas-
ing numbers of patients have been exposed to increasingly complex
devices which pose serious risk if inadequately tested or improperly

designed or used.
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S. 2368 recognizes the benefits that medical research and experi-
mentation to develop devices offers to mankind. It recognizes, too, the
need for regulation to assure that the public is protected and that
gealth professionals can have more confidence in the performance of

evices. :

The need for device legislation is demonstrated by the history of
several cases against unsafe devices undertaken by FDA during the
past few years. Hundreds of thousands of consumers bought a device
called Re?,axicisor during the 1950’s and 1960’s. This device was reE-
resented as an aid in reducing weight and operated by sending shocks
through the muscles. Testing revealed the device could aggravate
muscular, gastrointestinal, and other disorders. It took FDA five years
to complete court proceedings necessary to eliminate Relaxicisors from
the market. FDA expended some half-million dollars in this effort.

FDA’s experience eliminating the Diapulse device from the market
is another case demonstrating the unwieldy procedures and lack of
preventive provisions of present law. Diapulse was a heat-generating
device which was marketed to medical practitioners for some 121
therapuetic claims. The firm lacked scientifically valid data to substan-
tiate the efficacy of the device in any of the conditions for which it was
‘ Eromoted. The first seizure of a Diapulse device occurred in Decem-

er 1965. As a result of lengthy court proceedings against the device
and company appeals it was not until 1972 that injunction against the
manufacturer was obtained. During fiscal year 1973, FDA seized over
350 Diapulse devices.

In the late 1960’s two important court decisions indicated that certain
products which are in the legal grey area between drugs and devices
may be considered drugs and hence subject to premarket clearance. In
Amp, Inc. v. Gardner, 389 F. 2d 825 (2 Cir. 1968), the Court of Ap-
peals for the Second Circuit held that a nylon suture was a new drug
and not a device. Shortly thereafter the Supreme Court held that an
antibiotic sensitivity disc was a drug in United States v. An Article of
Drug ... Bacto-Uradisk, 395 U.S. 954 (1968). As a result of these deci-
sions FDA classified as drugs soft contact lenses, a pregnancy kit, and
intrauterine contraceptive devices which contain (frugs or trace
metals. FDA has administratively developed a distinction between
drug and device, which favors classifying a product as a drug if its
intended action is chemical, or based on highly complex technolo
potential hazards of which may be reduced through new drug controls.
FDA has tried to avoid lengthy court battles that could tie up the rest
of its efforts, ,

The need for more comprehensive authority to regulate medical de-
vices has been recognized by Presidents Kennedy, Jo?mson, and Nixon.
In 1969, Dr. Theodore Cooper, Director of the National Heart and
Lung Institute, headed a panel to review the need for additional medi-
cal device legislation. That panel reported its results in 1970. The
Cooper committee searched the scientific literature for accounts of in-
juries from medical devices. Some 10,000 injuries were recorded, of
which 731 resulted in death. For example, 512 deaths and 300 injuries
were attributed to heart valves; 89 deaths and 186 injuries to heart
Kace}nakers; 10 deaths and 8,000 injuries to intrauterine devices. A fter

earing the views of the medical community, the industry and con-
sumer representatives, the Cooper Committee agreed with past pro-
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posals calling for device legislation to provide for standard-setting for
certain devices and premarket clearance for others. A third category
would be exempt from standards or preclearance. The Cooper commit-
tee also recommended that a balance be struck between the need for
continuing research and the need for improved patient protection
through a system of independent peer review for experimental devices.

iII. HearinNes

The Committee held two days of hearings on medical device
Jegislation in 1973 and received testimony from twenty witnesses rep-
resenting the Administration, industry groups, consumer groups, and
professional groups. All witnesses agreed that there was a general
need for medical device legislation although each had specific recom-
mendations for changes in the Chairman of the Health Subcommittee,
Senator Kennedy’s bill, S. 2868; S. 1446, the Administration’s bill
irgtfoduced by Senator Javits; and S. 1337, introduced by Senator
Nelson.

Congressman L. H. Fountain, Chairman of the House Intergovern-
mental Relations Subcomimnittee testified that “medical device legis-
lation is sorely needed.” In his testimony, he reviewed the findings of
5 days of hearings before his Subcommittee concerned with issues re-
garding the safety and effectiveness of particular medical devices;
itrauterine contraceptive devices. ‘

The Administration was represented by Assistant Secretary for
Health Charles C. IEdwards, who was accompanied by Dr. Alexander
M. Schmidt, Commissioner of the Food and Drug Administration.
Dr. Edwards stated “we support this legislation and urge its prompt
enactment.” His testimony recounted the experience ¥DA has had
in trying to regulate medical devices in the absence of specific device
legislation. Dr. Edwards’ testimony also reviewed the findings of the
“Cooper Committee,” established by the Department of Health, Edu-
cation, and Welfare in 1969 to review the need for medical device
legislation. After a thorough search of the scientific literature for
injuries associated with medical devices, the “Cooper Committee”
reported that there were 10,000 serious injuries of which 731 resulted
in death. The “Cooper Committee” also endorsed the need for medical
device legislation, Dr. Edwards testified that “the increasing sophisti-
cation of medical devices has outpaced the Department’s ability to
protect the public from those that are faulty. One reason for this is
that current law imposes no duty upon medical device manufacturers
to establish a safety or efficacy of their products prior to marketing.”
Dr. Edwards went on to testify that the Department did not “have
authority to prescribe standards of safety to which devices must
conform.”

Dr. Sidney Wolfe testified on behalf of the Health Research Group
of Washington, D.C. Dr. Wolfe’s testimony described the hazards
associated with the use of life-supporting medical devices which had
been developed without any regulatory oversight. He expressed the
view that the premarket clearance section of the legislation was the
key to appropriate safeguarding of the public health, and questioned
whether standard setting would provide an adequate guarantee of
safety or efficacy.
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Dr. Russel J. Thompson, M.D., of the Silas B. Hayes Army Hospital
at Fort Ord testified about his experience with the intrauterine device.
He felt that the history of the development of IUDs illustrated the
need for device regulation and testified :

* * * ynder current standards of nonregulation in the
United States, I could take a paperclip and fashion it into an
1UD. I could begin inserting 1t into women without even
informing them that it is an experimental and never-tested
IUD, and I would not even have to inform the FDA of my
newly invented IUD.

The testimony of Joel J. Noble, the Director of the Emergency Care
Research Institute in Philadelphia also endorsed the need for medical
device legislation. He testified about the results of his research which
showed that:

* * * the problems associated with most medical devices
which may lead to adverse affects, including injury or death,
ave, in order of decreasing incidence: (1) operator error
resulting from inadequate training, (2) deficiencies in repair
maintenance inspection and control of devices within health
care facilities, (3) fundamental design deficiencies, (4) de-
ficiencies in manufacturing quality control.

Foster Whitlock, Vice Chairman, Board of Directors, Johnson and
Johnson and the Chairman-Elect of the Board of Directors of the
Pharmaceutical Manufacturers Association, spoke on behalf of an
industry panel which consisted of Kenneth Marshall of the Health
Industries Association; James D. Weirman of the Medical Surgical
Manufacturers Association; Thomas E. Holleran of the National Elec-
trical Manufacturers Association; Rodney R. Munsey of the Phar-
maceutical Manufacturers Association; and Adrian L. Ringuette of
the Scientific Apparatus Makers Association. Mr. Whitlock, on behalf
of the panel, testified : ;

Let me start by saying that in our opinion, S. 510 is in
most respects responsive to the needs of the public. We are in
basic accord with its major provisions.

Mr. Whitlock and each of the panel members presented a series of
specific recommendations for changes in S. 510, each of which was
considered by the Committee during its Executive Committee con-
sideration of the measure, and many of which were incorporated into
the Committee-reported bill.

Dr. Ralph B. Wolfe testified on behalf of the Planned Parenthood
Federation of America. He responded to the concerns raised by Russell
Thompson about the safety and effectiveness of IUDs and recounted
the experience of his organization using the IUD. With regard to the
specific legislation, Dr. Wolfe testified overall that : .

* * * The proposed legislation is comprehensive and meri-
torious, It should satisfy the long overdue need for strict
regulation in an increasingly important area related to the
public’s well-being.

Dr. George Meyers representing the American Dental Association
testified to the effect that the House of Delegates of the ADA had not
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et formally reviewed the legislation, but that he personally endorsed
it and that it was appropriate for the dental industry to be included
in its jurisdiction. Mr. James Murray represented the American Den-
tal Trade Association. In his testimony, he agreed that there was a
need for medical devices legislation but argued that dental devices
should be exempted from the provisions of the legislation. He pointed
out that most dental devices do not have great potential for harm and
are not life-threatening, and that the market for dental products is
very small. He testified :

* * * To subject dental devices to the costly premarket
clearance provision of the proposed legislation would seri-
ously impair the improvement of existing dental devices and
the development of new ones.

Carl Parker represented the Dental Manufacturers of America. His
testimony also opposed the inclusion of the dental industry under the
jurisdiction of this legislation. : '

Dr. Arthur Beall, Professor of Surgery at the Baylor College of

%lege of Chest Physicians, the
American College of Cardiology and the Society of Thorasic Surgery.
Dr. Beall testified, “at the outset. Mr. Chairman, let. me say that S. 510
1s fundamentally a sound and helpful piece of legislation.” Dr. Beall’s
testimony presented specific suggestions for improvement in the legis-
lation all of which were considered by the Committee during its Execu-
tive session consideration of the measure and many of the suggestions
were incorporated into the Committee-reported bill.

Dr. Gerald Ranier, a practicing thorasic and cardiovascular surgeon
and Associate Clinical Professor of Surgery on Voluntary Faculty of
the University of Colorado Medical School, testified on behalf of the
Association for the Advancement of Medical Instrumentation. In his
testimony, he stated that “AAMI supports, in principle, this legisla-
tion.” His testimony also offered several specific suggestions for im-
provements, which were reviewed by the Committee ﬁuring its Execu-
tive session consideration of the bill.

The final witness was Dr. Richard E. Palmer, member of the Board
of Trustees of the American Medical Association. He testified on be-
half of the AMA that:

We support the principles and many of the provisions
contained in your biil, S. 510, which are similar to a House
counterpart bill, but we would like to offer in our supple-
mentary statements suggestions for modifications with re-
spect to the bill for the consideration of the Committee.

He also testified that:

We believe that the general approach taken in the legisla-
tion should be supported. We think it is advisable that devices
should be defined, identified and classified. Similarly, it is
beneficial that provision should be made for maximum use
not only of the expertise within the FDA, but also signifi-
cant expertise which is to be found in the medical scientific
and manufacturing communities. We are pleased that the
legislation provides for the use of expert consultation on

S, Rept, 94-33 -2
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recommendations in the classification and evaluat';ion of evi-
dence upon which determination for safety effectiveness and
roper classification are based. ) )
Bapsedpnpon the widespread support for the Committee’s bill and
the urgent need for medical device legislation, the Committee consid-
ers the hearing record to be adequate.

1V. Commrrrer Views oN THE MEeprcar Devices Biin

Committee Views—~Section 511 ]

The Committee recognizes the great diversity among the various
medical devices and their varying potentials for harm as well as their
potential benefit to improved health. Therefore the Committee rec-
ommends that all medical devices be classified into one of three cate-
gories based upon the degree of risk to the public health and safety
represented by each individual device or class of devices. The Com-
mittee believes that those devices for which insufficient information
exists to assure effectiveness or to assure that exposure to such devices
will not cause unreasonable risk of illness or injury, and for which
standards or other means may not be appropriate to reduce or elimi-
nate such risk of illness or injury, should be subject to the most
rigorous kind of premarket scientific review. The Committee believes
that in respect to other devices, if the nation’s experts, who will be
well represented on the classification panels, determine that it is appro-
priate to establish reasonable performance standards relating to safety
and effectiveness in order to protect the public health and safety, then
the devices may be placed in the standard-setting category. Finally,
the Committee believes that if the panels conclude that still other
devices are safe and effective when used in conjunction with instrue-
tions for usage and warnings of limitation, then neither the premarket
clearance nor standard-settix;g mechanism should be necessary to pro-
teet the public health and safety.

It is the Committee’s intent that the widest range of national exper-
tise in the medical devices area should be utilized in the establishment
of classification panels. The Committee recognizes that experts from
the industry could significantly contribute to the work of such panels
because of their knowledge of industry practices and available tech-
nology. The Committee was concerned, however, about potential con-
flict of interest if industry representatives were to have ultimate de-
ciston-making responsibilities in an area that could vitally affect their
own interest and perhaps their employment. The Committee therefore
has provided that industry members may serve on the panels, but has
specified that they be non-voting members.

The Committee was equally concerned that representatives of con-
sumer interests be able to participate on the panels. The Committee
has therefore designated a non-voting consumer panel member for
each of the panels.

The Committee is aware that the Food and Drug Administration
has already begun a preliminary classification of medical devices. In
this regard, there have been considerable questions with regard to the
appropriate weight that should be given to classifications already made
by the panels now in existence under present law. These panels have
not fully utilized or adhered to the criteria for classifications as em-
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bodied in this bill. Therefore the Committee does not believe that prior
classifications should be accepted as such, but that a review of the work
of these existing panels should be carried out. On the other hand, the
Committee believes that the work of these panels has been most valu-
able and should wherever applicable, be utilized. Therefore, the Com-
mittee has authorized the Secretary to utilize the existing panels, and
the information and findings developed by such panels, wherever
review determines that to be the appropriate procedure.

The Committee recognizes the importance of the classification proc-
ess. The report of the panel is considered to be a preliminary classifica-
tion. This 1s to avoid a conflict which could arise if a deviee was classi-
fied by & panel under one classification and yet later failed to meet the
statutory prerequisites for being so classified or met the statutory
prerequisites for a different classification. The Committee wishes to
make 1t clear that the classification report is to be used as guidance by
the Secretary in pursuing the procedures st out in other sections for
permanently subjecting devices to partifular regulatory procedures.
This preliminary report is intended to serve as notice to manufacturers
and others of the intent to proceed in a certain direction and thereby
provide industry with an opportunity to begin developing any data or
information which may be needed later to support continued market-
ing of a device. Because of the preliminary nature of the classification
there is no need to provide full administrative safeguards for this
process, which thereby facilitates and expedites the chore of classify-
ing thousands of devices. The Committee has provided for full admin-
istrative safeguards once classification is final and a course of action
has been embarked upon. '

The Committee believes that a manufacturer who thinks he has de-
veloped a significantly new or modified medical device should have the
opportunity to petition for a classification of that new deviee. Until
such time as that new product is classified the manufacturer may not
market the product. The purpose of this provision is not intended to
be strictly comparable to the new drug provisions in the Food, Drug
and Cosmetic Act. This section is simply intended to provide a mecha-
nism whereby devices which are new or which significantly differ from
those devices previously classified, can be brought to the attention of
the Secretary for the purpose of classification prior to marketing.

Section 513

This section authorizes the Secretary to establish standards for medi-
cal devices. The Committee purposely added the word “performance”
before the word “standards” in this section. Tt is not the intention of
the Committee to simply authorize the establishment of standards for
the purpose of mechanically standardizing medical devices. The Com-
mittee believes that standards must relate to the safety or effectiveness
(including reliability over time) of the device or other “performance”
characteristics. The Committee intends that performance standards
shall also go to questions of indicated uses, proper labeling, instruc-
tions for use, warnings and uniformity of manufacture when those
are in the interest of safety or proper and effective use.

The Committee recognizes that the state of the art in the medical
devices field is rapidly changing and continually improving and has
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therefore provided that the Secretary shall undertake a periodic evalu-
ation of the adequacy of all performance standards to be sure that
they reflect changes in technology or medical science.

The Committee believes that maximum use should be made of stand-
ards that have already been developed by other Federal agencies and
other nationally recognized standard-setting agencies or organizations.
The Committee believes that the Secretary should review existing
standards and should determine their applicability to meeting the re-
quirements of this section. : :

The Committee has provided for procedural safeguards in the stand-
ard-setting process. There is time to comment upon the published no-
tice of the need to develop a standard. If after reviewing those com-
ments the Secretary publishes findings which are not responsive to
the comments, 2 mechanism is provided for an appeal of the Secre-
tary’s findings to the Court of Appeals and eventually to the Supreme
Court. There is further review once a standard has been developed
and the Secretary has issued a proposal to promulgate a standard.
At that point interested parties may comment upon the proposal or
can request referral of the proposal to an independent scientific ad-
visory committee for review. There is further recourse in terms of
appealing the order establishing the standard to the Court of Appeals
and, if necessary, to the Supreme Court. The Committee believes that
the availability of these safeguards will protect and balance the rights
of the different interests involved in the regulation of medical devices.

The Committee believes that the development of standards requires
the application of sophisticated knowledge. It is recognized that a
considerable amount of expertise in this area exists outside the Gov-
ernment. The Committee wanted to use this expertise and vet at the
same time guard against a potential conflict of interest which might
result if a standard were developed by a party having a proprietary
interest in the nature of that standard. Therefore, the Committee-re-
ported bill provides that when more than one offer to develop a
standard is received, and where each offer is technically competent,
the Secretary shall give priority to offerors who have no proprietary
interest in the device for which the standard is to be developed. The
Committee believes that, when nongovernmental groups (offerors)
offer to develop standards for the Secretary’s consideration, members
of such groups should be required to disclose certain information in
order to minimize the potential for conflict of interest that might
arise. Such information, as required by regulation, shall be made
publically available at such time as an offer is accepted by the Secre-
tary, in order to aid in the assessment of a proposed standard. The
language in the bill is derived from the guidelines used by the Na-
tional Academy of Sciences in requiring disclosure by committee mem-
bers “On Potential Sources of Bias.” The Committee intends that
the Secretary shall be guided by these guidelines, and by the Con-
fliet of Interest provisions of Public Law 87-849 (18 U.S.C, 202(a),
in drafting regulations under this section. : :

The Committee has authorized the Secretary, under this Section, to
impose individual lot-testing where it is necessary and where no
more practical means to achieve consistency or reliability are avail-
able. The Committee’s intent is not to thwart the use of this pro-
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cedure, but rather to insure that it will not be required as a regular
part of each and every standard. To the extent that safety, effective-
ness and reliability can reasonably be achieved without imposing in-
dividual lot-testing, the Committee intends that the procedure not
be used. ) .

The Committee was impressed by testimony at the hearings to
the effect that the skill of the user of the medical device has a direct
and significant bearing on the safety and effectiveness of that
device. Therefore the Committee intends that the evaluation of the
safety and efficacy of a device be done in relation to the skill of the
person who is to utilize it. The Committee intends that if a device
is safe only in the hands of eminently qualified specialists, that that
device will be restricted to use by those specialists, .

The Committee believes it necessary to specifically prohibit manu-
facturers from stockpiling devices from the date of promulgation o
a performance standard and the effective date of such a standal{d.
This is analogous to provisions of the Consumer Product Safety o gt
and is intended to prohibit manufacturers or distributors from bu d-
ing abnormal inventories of products which would not meet an appro-

iate standard. ‘
pr'llf‘i}tlg SCommittee wishes to make it clear that standards and pre-
market approval mechanisms are not mutually exclusive. A component
of a device which is subject to premarket clearance may also be re-
quired to conform to an applicable standard. The basic intent of the
legislation is to assure safe and effective devices and the Secretary 1s
authorized to use all of the authorities contained in this Act in any
combination deemed necessary to protect the fubhc ‘Thealth and safety.

The Committee has specifically exempted all veterinary devices from
the purview of this legislation. .

“'i’ e Committee is i%\'}mre of the special relationship that each health
practitioner has with his patients. It is also aware of the need to
develop special customized devices fo meet the particular needs of a
given patient. It is also aware of the need for individual research on
medical devices. Therefore the Committee exempts custom devices
from the standard setting requirements and from premarket scientific
review. This exemption shall apply only for devices ordered by physi-
cians and the other health professionals designated by regulation,
according to their own specifications. Those medical devices which are
ordered for individual patients, to qualify for this exemption, may not
be used as a course of conduct and may not be generally available
through commercial channels to the professions. It is the intent of
these provisions to allow physicians to order custom-made products
but not to permit manufacturers to circumvent standards-setting and
scientific review requirements by commercially exploiting these prod-
ucts. The phrase “devices not being used as course of conduct” does not

yrohibit a physician from ordering a custom instrument and using it
in his practice on several patients. This exemption has been a cause of
serious concern for the Committee, although it recognizes the need
to exempt such devices so that innovation is not stifled and so that
custom tgtting or sizing would not be prohibited. It is not the intent
of this exemption to al%ow for the development of customized “quack”
devices or devices known to be unsafe or ineffective. :
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The Committee has approached the problem of “quack” or worthless
devices in an additional way, by authorizing the ban of certain devices
which present a risk of illness, inqury, disability or deception and for
which feasible standards could not be established and premarket sei-
entific review would not be adequate. This section is aimed primarily
at quack, worthless or totally unproven devices, but the Committee
envisions that there will be other instances in which the banning of
devices would be the appropriate regulatory action to be pursued.
The Committee has also included a provision to authorize the seizure
of devices which are distributed wholly in intrastate commerce. This
Erovision will be applicable to all devices and will assist enforcement

y doing away with the cumbersome and time consuming task of estab-
lishing interstate shipment. This provision will be particularly useful
against quack devices.

The Committee recognizes the rapidly changing nature of the de-
vices field and therefore feels that provisions must be made to amend
standards on the basis of improved technology or new scientific evi-
dence. Such amendments should be made in an expedited fashion so
that appropriate changes can be rapidly implemented. The purpose of
this authority is to permit new or improved devices to be marketed
without delay so that the public may have such beneficial devices avail-
able to them as soon as possible.

Section 51}

This section provides for the premarket scientific review of medical
devices. The Committee spent a great deal of time deciding upon the
criteria to be used in determining whether or not a particular device
should be subject to premarket scientific review. The Administra-
tion’s bill would have restricted such review to devices used in “life
threatening situations” among other preconditions for such review.
The Committee believes that this approach would be too restrictive
because many devices could cause serious illness or injury which are
not necessarily used in life threatening situations. The Committee
believes that the potential for harm inherent in a certain device may
not be determined solely on the basis of its intended use. Therefore
the Committee has provided that the Secretary may declare a device
subject to premarket clearance if, after consultation with appropriate
panels, such review is found appropriate to insure safety and effec-
tiveness or to reduce or eliminate unreasonable risk of illness or injury.
The Committee intends that devices which are considered to be “life
supporting or life sustaining” shall be subject to premarket scientific
review. In addition, the Committee believes that the Secretary should
have the authority to declare a device subject to scientific review when-
ever the Secretary feels that such a classification would be appropriate
to protect the public health and safety. This authority would enable
the Secretary to require premarket review even if the classification
panels had not recommended such review., Additionally, the Com-
mittee has provided that premarket scientific review should be im-
posed only when there is no more practical means available to reduce
or eliminate such risk of illness or injury. However, the Committee
wishes to make clear that this latter criteria should not be viewed in the
absolute. It is not intended to impose upon the Secretary that he estab-

s
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lish beyond any doubt that there is ne other means available to ac-
complish the goals of safety and effectiveness. Rather, he must reason-
ably find that other readily available means do not offer the same
38811!’&11(:8 of success or probability of success as premarket review
oes.

In the course of its deliberations the Committee was guided by the
decisions that have been made by the classification panel on the review
of cardiovascular devices already in existence. In particular the min-
utes of the panel meeting on October 9, 1973 said :

The panel also reviewed the classification results for all of
the cardiovascular devices. It was pointed out that since the
scientific review or premarket clearance process may be the
only method available to the panel by which it may request
and analyze data pertinent to a device’s safety and efficacy,
that several different types of devices may show up in this pro-
posed regulatory category. Obviously those devices which are
iife supporting, life sustaining or potentially hazardous to
health, and which at the same time are in a stage of rapid
development need premarket clearance in order to insure their
safety and efficacy. Other devices which are also potentially
hazardous to heaith or life supporting or life sustaining may
also be placed 1n the scientific review category even though
their widespread clinical use may generally be considered safe
and effective. It is not expected that this latter group of de-
vices would require the same type of review asg the first group
of devices mentioned. However, under proposed legislation,
placing’ them in scientific review would give the Secre-
tary and the advisory panel the opportunity to request and
analyze the safety and efficacy data when this appears neces-
sary in order to protect the public health.

Pacemakers and artificial heart valves are examples of life
supporting devices which are in a stage of development which
is rapidly changing and which would require scientific review.
Monitoring devices used in an intensive care unit and a num-
ber of devices used to diagnose cardiac function are exam-
ples of the latter group of scientific review devices discussed
in the paragraph above,

The Committee understands that the decision to require premarket
clearance is one of the most crucial decisions to be made under this Act.
It has therefore constructed appropriate appeal mechanisms into the
legislation. Once a regulation has been published declaring that a de-
vice shall be subject to seientific review, a mechanism is provided
whereby that decision may be appealed to the Court of Appeals and
eventually the Supreme Court.

The Committee believes that the scientific review process must be one
that is characterized by the highest standards of scientific excellence.
In order to avoid a proliferation of scientific panels under this Sec-
tion, the Committee has decided that the panels used for classification
shall, to the extent possible, be utilized during the process of premarket
scientific review. These panels will be subject to tﬁe Federal Advisory
Committee Act.

The Committee has built further appeals mechanisms into the scien-
tific review process. Once an application for scientific review has been
submitted and reviewed under this Section, the applicant may appeal
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a negative decision by requesting that his application be referred to
an independent advisory committee (in lieu of a hearing). If the inde-
pendent advisory committee concurs in the decision to deny the appli-
cant’s proposal or if the Secretary does not concur in the committee’s
recommendation to permit marketing, the applicant may seek review
by the Court of Appeals and eventually appeal to the Supreme Court.

The Committee recognizes the necessity to encourage scientific in-
vestigation in the medical devices field and has attempted to provide
optimum freedom for individual scientific investigators in their pur-
suit of that objective. The Committee has therefore provided an ex-
emption to qualified scientific investigators from the requirements of
this Section during the time of the investigational use of devices in
order that they may collect sufficient data to establish that the device
should be on the market. The Secretary may, by regulation, (after an
opportunity for an informal hearing), establish procedures governing
this exemption in addition to those set out in the legislation. The Com-
mittee has provided in the reported bill that the Secretary shall have
thirty days after the receipt of a submission under this Section to de-
termine whether or not the investigation is appropriate. The Secretary
may not delay the beginning of an investigation beyond thirty days
unless he finds that the investigation does not or will not conform to
this Section or to the regulations issued thereunder and has notified
the sponsor of such findings. The Committee has also specifically de-
fined the meaning of informed consent which must be obtained in all
but exceptional cases from any individual being used in investigations
nnder this Section. '

_The Committee was impressed by the argument presented by the de-
vices industry of the need to establish a mechanism for the approval of
devices subject to rapid obsolescence or frequent modification. There-
fore, the Committee has established in the reported bill the product de-
velopment protocol mechanism for such gevices. The decision on
whether or not this provision should be used in a particular case rests
solely with the Secretary and in his discretion. The Committee wishes
to make it clear that only an informal hearing shall be provided for
a revocation of a product development protocol before the Secretary
has approved a notice of completion. However, once a notice of com-
pletion is approved, the applicant shall have the same administrative
rights as the holder of an approval under scientific review.

Section 515 - : :

The Committee has been guided in the development of this Section
by the provisions of the Federal Hazardous Substances Act and the
Consnmer Product Safety Act. The Committee believes that producers
assemblers, distributors and importers of devices should immediatel};
notify the Secretary of any defect which could create a substantial
risk to the public health or safety or fails to comply with the estab-
lished standards. The Committee wants to make 1t clear that infor-
mation or statements exclusively derived from the notification re-
quired by this Section cannot be used as evidence in any proceeding
brought against a natural person pursuant to Section 303 of the
Federal Food, Drug and Cosmetic Act with respect to a violation of
law occurring prior to or concurrently with a notification. The Com-
mittee feels that the Secretary should have considerable diseretion in
determining whether or not users of devices must be notified of de-
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fects in any given case. The Committee believes, however, that notice
of defective %:avices ghould go to the general public unless the Secre-
tary determines that such notification would endanger the public

health or is unwarranted because of the insignificant nature of the
deviation from the standard.

Section 501

The Committee has amended Section 501 of the Federal Food, Drug
and Cosmetic Act to authorize the Secretary to issue substantive cur-
rent good manufacturing practice regulations which will be applica-
ble to medical devices and establishments manufacturing, processing
or handling medical devices, The Committee believes that both indus-
try and consumers have a vital interest in these regulations and that
each should have a full opportunity to participate m the develop-
ment of such regulations. )

Seetion 502 .

The Committee believes that the Sccretary of Health, Education,
and Welfare should have authority to regulate prescription medical
device advertising. Therefore, the Committee has provided that the
Federal Trade Commission Act (15 U.S.C. 52-57) will not be appli-
cable to the advertising of preseription medical devices. The Com-
mittee believes that the Secretary of HEW in administering this new
law will develop significantly more expertise in the area of medical
devices than the Federal Trade Commission and that therefore the
regulation of prescription device advertising is more properly vested
in the agency most knowledgeable about the arca and the one that 1s
truly charged with matters affecting public health and thus assuring
the safety and efficacy of medical devices. ‘

Section 709 :

The Committee recognizes that the medical device field is a rapidly
expanding industry. The Committee feels that the Secretary should be
authorized to provide for (either directly or through contracts) new
research and investigation into the safety and effectiveness of devices
and the causes and prevention of injuries or other health impairments
associated with exposure to or use of such devices. In addition, research
should be carried out to lead to the development and improvement of
device performance standards. The Committee recognizes that a device
is only as good as the expert who uses it and therefore authorizes the
Secretary to conduct programs for the education and training of indi-

.

viduals with respect to proper installation and use of devices.

Section 201

The Committee recognizes that there is confusion at the present time
about whether certain articles are to be treated as devices or drugs
under the Food, Drug and Cosmetic Act. Therefore, the Committee
reported bill has carefully defined “device” so as to specifically include
implants, in-vitro diagnostic products and other similar or related
articles. In vitro diagnostic products include those products which are
not ingested and which are used to assist in the diagnosis of disease or
other conditions of the body. :

Seetion 801
The Committee reported bill has amended Section 801 of the Food,
Drug and Cosmetic Act, which relates to the exportation of devices.

5, Rept. 94-33 « 3



18

.
Pl

The Committee does not believe that substandard or unsafe or ineffec-
tive devices should be permitted to be exported to foreign nations and
has thus provided in its bill that the Secretary may deny export of any
devices which do not fully conform to the provisions of this Act. The
Committee has, however, found that in many instances, articles subject
to the Federal Food, Drug and Cosmetic Act which may not meet
domestic standards for one reason or another might properly and sig-
nificantly benefit foreign nations. The Committee has therefore pro-
vided in this section of the bill that such articles may be exported to
foreign countries when the Secretary finds that the non-compliance is
not of such a nature as to expose the populations of foreign nations to
undue risks of the public health and provided that the foreign nation
specifically approves of such an export.

General

The Committee wishes to take specific note of the testimony of a
number of witnesses, both within and without the industry who ex-
pressed concern about the impact of this legislation on the small manu-
facturer of medical devices. The concern stemmed from the importance
of the small innovative manufacturer in the invention and develop-
ment of new medical devices and the inability of these firms, because
of limited financial resources, to sustain the high level of administra-
tive costs demanded of a highly regulated industry. The Committee
believes that these concerns are legitimate, as long as they are concerns
for the preservation of small business consistent with the public’s need
for safe and effective medical devices. The Committee is confident that
the administration of this new law will also take into account the need
to preserve the small manufacturer’s role in the device industry.

V. Tasvrarion oF Vores Casr v COMMITTEE

Pursuant to section 133(b) of the Legislative Reorganization Act of
1949, as amended, the following is a tabluation of votes in Committee:

There were no rollcall votes cast in the Committee and the bill was
ordered reported to the Senate unanimously.

V1. Cost EsTiMate POURSUANT To SECTION 252 OF THE LEGISLATIVE
Reoreaxization Acor or 1970

In accordance with Section 252(a) of the Legislative Reorganiza-
tion Act of 1970 (Public Law 91-510, 91st Congress) the Committee
estimates that the cost which would be incurred in carrying out this
bill is as follows:

No new funds are authorized by this legislation. The administration
estimated that supplemental funds in the amount of $14 million would
be requested in order to carry out the provisions of this act. -
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VII. Secrion-ry-SportoNn AnNavysis or S. 510
Secrion 1. Short title “Medical Device Amendments of 1973.”

TITLE I—PRELIMINARY CLASSIFICATION OF MEDICAL
DEVICES

Section 101. Amends chapter V of the Federal Food, Drug, and

-Cosmetic Act to add a new section 511 as follows:

Secriox. 511. (a) Requires Secretary, within 60 days following first
appropriation of funds for this purpose, to appoint panels of scientific
experts to review and classify devices into appropriate categories based
on safety and effectiveness. Panels are required to submit their find-
ings to the Secretary within one year of their appointment. To the
maximum extent practical, panels are to provide opportunities for any
interested persons to present their views-on deviee classifications. Au-
thorizes use of any existing expert panels formed prior to enactment
of this Act for purposes of classification. Classification panels shall
zl]so serve as seientific review panels referred to in a later section of the

il

(b) (1) Members are to be skilled in use of or experienced in devel-
opment, manufacture, perfection or utilization of devices. In addition
to such expeits, panels shall inclnde as nonvoting members, represent-
atives of consumer and industry interests. Panel members may le
nominated by appropriate scientific, trade, and consumer organiza-
tions.

(2) Members are to have adequately diversified expertise in such
fields as clinical and administrative medicine, engineering, biological
and physical sciences or relating professions. The Secretary shall des-
ignate one member of each panel as Chairman. Sets methods of com-
pensation for members. : .

(c) Panels are required to submit recommendations for the classifica-
tion of devices into one of the three following categories, and to the
extent practicable, assign priorities within such classes:

(1) Devices subject to premarket scientific review—Those devices
for which insufficient information exists to (A) assure effectiveness or
assure that the device will not cause unreasonable risk of illness or in-
jury and (B) standards or other means may not be appropriate to
eliminate such risk. Premarket scientific review shall be required for
any such device if the panels determine the device is life sustaining or
life supporting.

(2) Devices subject to standards—those devices for which standards
are appropriate to eliminate unreasonable risk and for which other
means may not be appropriate.

(8) Exempt devices—Those devices which are safe and effective
when used in accord with directions (which are adequate for intended
users) and which present minimum risk.

(d) Requires Secretary to publish report on device classification
scheme in the Federal Register and to allow for comment by interested
persons. After reviewing comments, Secretary is required to provide
by regulation for preliminary classification of devices. Allows Secre-
tary to establish priorities for implementing regulatory action war-
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ranted by such classification and to defer such action until an a
propriate time consistent with expeditious implementation of the
provisions. - ) . .
(e) Permits Secretary to reclassify devices upon 2 specific finding
and with advice of the appro;ilr;;te panel. . .
Such findings shall be published in the Federal Register and inter-
ested persons shall have an opportunity to comment thereon. ;

TITLE II--AUTHORITY TO ESTABLISH PERFORMANCE
| ~ STANDARDS

Skc. 5138. (a) (1) Authorizes Secretax:{ toissue a performance stand-
ard (including uniformity and compatibility with systems or environ-
ments) for any device for which a standard has been deemed appro-
priate, whenever such action is appropriate to reduce or eliminate un-
reasonable risk of illness or injury and when other means of reducing
such risks may not be appropriate. ) T .

Standard is to relate to safety, effectiveness over time, including
where appropriate, reference to any one or more of the following:
Composition, construction, properties, uniform identification, or per-
formance of such device.. - o : o

Standard may also include: Provision for testing and measurement
of characteristics, including where necessary, individual lot testing by
or at direction of the Secretary. .

Secretary may require the use of and prescribe the form and content
of instructions or warnings for proper installation, maintenance, oper-
ation and use of device. ) . _

(2) A performance standard may require device (or components)
to be marked, tagged or accompanied by adequate warning and in-
struction for protection of health or safety.

(3) Secretary shall Erowde for periodic review of standards to be
sure they keep pace with changes in the state of the art.

1) en devices are intended for use by surgeons or other specially

ualified persons, their safety and effectiveness shall be determined in
the context of such intended use.

(b) (1) Prior to and during development of proposals for per-
formance standards, Secretary would be required to consult with and
consider relevant standards published by other Federal agencies of
nationally or internationally recognized standard-setting agencies or
organizations. Secretary may invite participation througﬁ conferences
or other means of informed persons representative of scientific, pro-
fessional, industry, or consumer organizations.

(2) In carrying out his duties under this section, the Secretary to
the maximum practicable extent shall utilize the personnel, facilities
and technical support available in other Federal agencies.

(e) (1) Requires Secretary to publish in the Federal Register a
notice that proceedings are being initiated to promulgate a device
performance standard. The notification shall contain :

(A) Description of device, or t);ge or class of device, to which
proceeding to promulgate a standard relates. ‘
%B; . Nature of risk to be controlled.
C) Summary of data on which need for initiation of proceed-

Y

ing is based.
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. (D) Ideéntification of any existing standard which may be
relevant. . o : »

(E) Invitation to any person or Federal agency to submit a
proposed standard within 60 days of notice or to offer to develop
a pi:r;oposed standard in accordance with prescribed procedures.

(2) Prior to an order to promulgate a performance standard the
Secretary shall consider:

(A) The degree of risk of harm associated with the device.
Bg Approximate number of devices subject to the order.
EC The device’s benefit to public and probable effect standard
will have on utility, cost or availability of the device.
(D) Means of achieving objectives with minimum market
disruption. ;
(E) Data and comments submitted. _

(3) Findings required by paragraph (2) above shall be published
in Federal Register. Such findings shall be made only after review
of the report of the appropriate panel and the preliminary classifica-
tion of the device. The findings may be appealed to the Courts within
30 days after their publication.

(d) In lieu of accepting an offer to develop a standard, Secretary
could publish as a proposed device standard an existing standard pub-
lished by any Federal agency or other qualified agency if reference
to such standard was made in the initial notice in Federal Register
and if such standard were substantially acceptable.

(e) (1) Except as otherwise provided, directs Secretary to accept
cne or more offers to develop a proposed performance standard. In
accepting such offers, Secretary would determine whether offeror
is technically comgetent to undertake and complete development of
standard within the period of time specified in the invitation and
whether offeror has capacity to comply with prescribed regulations
governing development of proposed standards. Where more than one
offer is received the Secretary, wherever possible, will give priority
to offerors with no proprietary interest in the device to be subject to the
standard. The Secretary shall by regulation require that each offeror
(and a Xropriate officials of an offeror company) disclose:

F ) All current industrial or commercial affiliations.
EB) Sources of research support.
C) Companies in which offeror has a financial interest.

(2) The Secretary shall publish the name and address of offeror (s)

accepted and terms of offer as accepted.
. (8) Secretary could agree to contribute to offeror’s cost in develop-
ing a standard if Secretary determines such contribution Wouf)d
likely result in a more satisfactory standard and that offeror is finan-
cially responsible. Regulations would set forth acceptable items of cost,
except that such itéms could not include construction (except minor
remodeling) or acquisition of land or building. ‘

(4) Directs Secretary to prescribe regulations governing develop-
ment of proposed standards, so as to require that:

(A) Recommended standards be supported by test data or other
documents as Secretary may require;

(B) Recommended standards contain testing methods ap-
propriate for measurement of compliance with standard;
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(C) Interested persons be afforded an opportunity to partici-
pate in development of standard; '

(D) Records be maintained to disclose the course of the devel-
opment of the standard;

(E) Secretary and Comptroller General shall have access to
offeror’s records, documents, etc. for purposes of audit regarding
any contribution.

(f) If no person accepted invitation to develop a proposed standard,
or the Secretary did not accept a proposed standard, or the Secretary
accepted an offer but found that offeror was unwilling or unable to
continue development of standard, Secretary could then develop a
proposed standard according to procedures and regulations governing
such development. R .

( g) (1) (A) Within one year after period for submitting a proposed
performance standard or offer to develop standard (which time may
be extended for cause), the Secretary shall either publish a proposal
to promulgate a standard or terminate the procedure. A proposal to
promulgate a standard shall set forth the standard and the manner in
which persons may examine the background data and the manner in
which they may present comments thereon (orally or in writing). The
period for comment shall be at least 60 days but not more than 90 days
{except for cause). '

(B) Within 90 days after such Eeriod for comment expires the Sec-
retary shall publish an order establishing a performance standard or
terminate the proceeding. The order shall include the Secretary’s rea-
soning for the standard and the date(s) it will be effective. Effective
dates shall, consistent with public health protection, be established so
as to minimize market disruption. If the standard in the order is sub-
stantially different from the proposal, 30 days for comment shall be

rmitted. :

" (C) The Secretary may, in such order, include findings in addition
to those required. 4

(2) Secretary may revoke a standard by notice in the Federal Reg-
ister stating his reasons for determining that the performance stand-
ard (or portion thereof) may no longer be in the public interest, the
manner in which persons may examine underlying data and how they
may present their views (orally or in writing). As soon as practical
thereafter the Secretary shall act on such proposed revocation, publish
his reasons therefor, and set the effective date(s): :

{3) Secretary may on his own or on petition amend a performance
standard which shall be published in the Federal Begister and subject
to 5 [0.8.C. 558, judicial appeal and referral to an advisory committee.

(4) 5 U.S.C. 553 (regarding administrative procedure) shall, con-
sistent with this section, apply to all proceedings to promulgate, amend
or revoke a performance standard. ; o

(5) (A) In the case of controversy concerning an order to promul-
gate, amend, revoke or ban, adversely affected person may (within
30 days) petition an appropriate United States Court of Appeals. A
copy of the petition shall be transmitted to the Secretary by the Court,
whereupon the Secretary shall file with the Court the record upon
which the order is based. ,

(B) Petitioner may apply for leave to adduce additional evidence
which shall be granted upon a satisfactory showing of the need and
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appropriateness of additional evidence. The Secretary, based on such
additional evidence, may modify or set aside his original order.

(C) The Court shall have jurisdiction to affrm or set aside (in
whole or in part) the order, temporarily or permanently. If the order
of the Secretary refuses to issue, amend or repeal a regulation and
such order is not in accordance with law the Court may order the
Secretary to take action in accordance with law. The findings of the
Secnetag, if supported by substantial evidence, shall be conclusive.

{ D) Appeal to the Supreme Court.

E) Such action shall survive notwithstanding changes of vacan-
cies in the Office of the Secretary.

(F) A certified copy of the record of proceedings before the Secre-
tary shall be furnished at cost to interested persons and shall be ad-
missible in any criminal libel for condemnation (except imports) or
other proceedingi arising under this Act notwithstanding proceedings
with respect to the order which may have been previously instituted or
become final under this section. ‘

(6) The Secretary may by regulation prohibit the stockpiling of
nonconforming devices between date of promulgating the order and
the effective date. ‘

(h) (1) Authorizes Secretary to appoint independent advisory com-

‘mittees (o which could be referred any matters involved in a proposed

device standard which requires the exercise of scientific judgment,
prior to or after its publication in the Federal Register. Secretary
could refer such proposals on his own initiative, and would be directed
to refer such proposals when requested by any interested persons show-
Ing good cause.

For the purpose of such referral the Secretary shall establish an
advisory committee (which may be a standing advisory scientific re-
view panel) and shall refer to it, together with all underlying data,
the matter in question for a report and recommendation. After inde-
pendent studg, the committee shall certify a report and recommenda-
tions to the Secretary together with all its underlying data and rea-
sons for it recommendations. After considering all data before him
including the Committee’s report, the Secretary shall by order affirm
or modify or act on the order in question. ,
~ (2) Secretary shall appoint qualified persons as members of the
advisory committee. Such persons shall be of appropriate diversified
professional background. Members (other than regular Government
employees) may receive compensation (not to exceed GS-18 rate) and
travel and per diem allowances.

(1) (1%l Manufacturers of devices subject to standards would have to
assure t e‘Secr(}tarK that such devices comply with any testing meth-
ods prescribed I the standard or that device has been manufactured
n accordance with current good manufacturing practice designed to
assure such compliance. - . ’

(2) To assure that devices are in conformance with standards, Sec-
retary is directed to review and evaluate on a continuing basis the test-
ing and quality control programs carried out by manufacturers of de-
vxc(es) SIIIBbJect t;) s%andgrds. ) , ‘

]) Exempts from compliance with otherwise applicable standard
any device: }I)ntended solell; for use in the diagnosig,pcure, mitigation,
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treatment, or prevention of disease in animals or to affect structure or
function of animals; declared subject to scientific review, except for
those characteristics of a device made subject to an existing standard
under an application approved through scientific review, or a particu-
lar device which the Secretary finds pursuant to regulations (issued
after opportunity for a hearing) may notwithstanding an applicable
Sts.,ncls.r;‘i1 be marketed pursuant to premarket scientific review
approval.

P k) Directs Secretary to issue regulations permittin% interstate
shipment of devices varying from an applicable standard for the pur-
pose of testing or investigation, prior to amendment of the standard.

(1) Exempts custom made devices ordered by a physician (or other
specially qualified person as authorized by regulations of the Secre-
tary) for individual patients.

(m) (1) After consultant with the appropriate panel and after af-
fording interested persons an opportunity for an informal hearing
Secretary may, by regulation, ban a device if he finds the device pre-
sents an unreasonable risk of harm or deception and that performance
standards or premarket approval would not adequately protect the

ublic.

P (2) Secretary may declare a proposed regulation banning a device on
an interim basis pending administration and judicial appeals if (after
opportunity for informed hearing) he finds such banning will expedi-
tiously reduce risk of harm to public or gross deception.

(n) Secretary may amend performance standard on an interim
basis, pending completion of standard setting procedure, if he deter-
mines (after opportunity for informal hearing) that amendment is
needed to permit rapid implementation of desirable changes or expe-
ditiously reduce risk of harm but thereby shall not prohibit devices
conforming to existing standards. ‘

Sec. 202. (a) A device is adulterated unless it conforms to an appli-
cable standard or if it is a banned device. t

{(b) A device is misbranded unless its labeling bears warning, etec.
required by standard or if it fails to comply with the quality testing
or measurement required under section 513 (i).

TITLE III—SCIENTIFIC REVIEW OF CERTAIN MEDICAL
DEVICES

Sec. 301. (a) A device is adulterated if it is unsafe under section
513 (scientific review).

(b) Amends Chapter V of Federal, Food, Drug, and Cosmetic Act
by adding a new section 514 as follows:

Sec. 514. (a) Secretary may declare a device, for which scientific
review has been deemed appropriate according to the device classifica-
tion scheme, subject to such review, if after consulting with appropri-
ate scientific review panels he finds that : Scientific review is appropri-
ate to ensure safety and effectiveness or is appropriate to reduce or
eliminate unreasonable risk of illness or injury associated with expo-
sure to or use of a device or if he determines that scientific review is
appropriate to protect iublic health and other means may not be appro-
priate to reduce the risk of harm. To the maximum extent practicable,

-
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the Secretary shall provide interested persons an opportunity to sub-
mit data and views on the matter. The declaration shall be by regula-
tion and shall set forth and be based on the report, recommendations
and comments developed as part of the classification scheme, Promul-
gation of a regulation declaring a device subject to scientific review
may be appealed to appropriate Court of Appeals. A device declared
subject to scientific review shall be deemed unsafe unless—

1. An approval is in effect,

2. It is exempt, or , oo

3. It is intended solely for veterinary use.

(b) Secretary shall utilize the standing advisory panels for review
applications, plans and protocols under this section.

(c) (1) Scientific review of a device declared subject to such review
may be obtained by submitting to the Secretary an application con-
taining the following: ‘

(A) Reports of all information concerning investigations to
determine safety, reliability, or effectiveness of devices which are
known or reasonably should be known to the applicant.

(B) Statement of comg)osition, properties, construction, and
principles of operation of device.

(C) Description of methods used in, and facilities and controls
used for, manufacture, processing, and when relevant, packing and
installation of device. ‘

(D) Identification of any standard applicable to such device, or
its component, and adequate information either to show device
meets such standard or to justify any deviation.

(E) Samples of device and its components.

(F) Specimens of proposed labeling.
(G) Any other relevant information as Secretary upon advice
of the appropriate panel may require.

(2) Directs the Secretary to refer application, upon receipt, to
appropriate panel(s) for report and recommendations within such
period as he may establish.

(d) No later than 120 days after receipt of application, unless addi-
tional period agreed upon by Secretary and applicant. Secretary is
required, after considering panel’s recommendations, either to ap-
prove application, advise applicant that application is not in appro-
priate form and inform applicant of measures required to receive
ap}proval, or deny approval if device fails to meet criteria set forth
below. :

(e) (1) Secretary shall deny application, if on basis of information
submitted or other information before him and after opportunity for
review by an advisory committee he finds:

(A) Device is not shown to be safe for use under conditions
prescribed, recommended, or suggested in proposed labeling;

(B) The method used in, and facilities and controls used for,
manufacture, processing, packing, and installation do not con-
form to current good manufacturing practices;

(C) There is a lack of adequate scientific evidence to show
device will have effect it purports or is represented to have under
conditions on the label; -
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D) The labeling itself is false or misleading. .

213) The device is not shown to conform with an applicable
tandard. T .

In r:aaing such determination Secretary shall weigh the benefit to the
public from the use of the device against any hazard to the public
health which would probably result from its use. ) o
(2) “Adequate sclentific evidence” is defined as evidence consisting
of sufficient well-controlled investigations, including clinical investi-
gations where appropriate, by qualified scientific experts, on the basis
of which it could fairly and responsibly be concluded that device will
have effect it purports or is represented to have under conditions pre-
seribed in its proposed labeling. However, Secretary may determine
that other valid scientific evidence is sufficient to establish effective-
ness of device. i
(3) The safety and effectiveness of devices intended for use by
physicians, surgeons or other specially qualified persons shall be de-
termined in light of such intended use. i o
(4) (A) Applicant may, within 30 days of denial of application,
obtain review by an independent scientafic advisory commttee and
Secretary shall give its report appropriate weight in reviewing the
application. ) i i .
(B) In lieu of review by independent advisory committee, appli-
cant may receive review pursuant to 5 U.S.C. 554 (relating to ad-
ministrative procedures}. . o .
(£) (1) Secretary may, after obtaining advice from a panel(s) if
appropriate, and after giving due notice and opportunity for hearing
to the applicant, withdraw approval if he finds: .
: (E) (i) Clinical or other experience or tests show device to be
no longer safe, for use under conditions previously approved;

(ii) Evidence of clinical experience, not contained in original
application or not available until after application was approved,
or tests by new methods or methods not reasonably applicable at
time application was approved show device to be no longer safe;

(B) New information, evaluated together with evidence on
which application was originally approved, shows lack of ade-
quate scientific evidence that device will have effect it purports;

(C) Original application contains untrue statement of material
fact; . )

(D) Applicant fails to establish system for maintaining re-
quired records, or has repeatedly or deliberately failed to maintain
such records or make required reports, or has refused to permit
access to such records; L i

(E) New information, together with evidence in original appli-
cation, show methods used in, or facilities or controls used for, not
in conformance with good manufacturing practice, and were not
brought into conformance within reasonable time after formal
notification; . )

(F) New information shows labeling is false or misleading and
not corrected within a reasonable time; or

(G) New information shows device to be in non-compliance
with an applicable standard.

'S
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(2) Secretary may immediately suspend approval if he finds an
imminent health or safety hazard is involved. Applicant is to be noti-
fied promptly and given opportunity for expedited hearing. This au-
thority may not be delegated.

(3) An order under this section shall state the findings upon which
it is based.

(g) Whenever Secretary finds that facts so require, he shall revoke
any previous orders denying, withdrawing or suspending approval of
application and shall approve or reinstate such approval of an appli-
cation.

(h) Order of the Secretary may be served by a designee or by
registered or certified mail to applicant’s last known address in Secre-
tary’s records.

1) (1) An applicant may petition Secretary to obtain review of
application of Secretary’s action by an independent advisory commit-
tee of experts. Secretary may also refer an application to such a com-
mittee on his own initiative. Committee shall after independent study
certify a report and recommendations to Secretary (a copy of which
shall be sent to applicant or petitioner). Applicant and representatives
of the Department would have the rifght to consult with the comnrittee.
Secretary is to consider findings of the independent committee and
thereupon may conform or modify any prior order.

(2) Provision for establishing independent advisory committee in
standards section (Sec.513(h)) shall apply here.

(3) Paragraph (3) of Sec. 513(h) shall apply in case of referral to
advisory committee under this section.

() Judicial review to Court of Appeals is provided with respect to
final orders denying or withdrawing approval. ‘

_(k) (1) Declaration that purpose of this subsection is to encourage

iscovery ‘and development of useful devices and maintain optimum
freedom for individual scientific investigators, consistent, with protee-
tion of public health and safety and with professional ethics. Informa-
tion required to be submitted shall be coneise 2nd no more burdensome
than necessary.

(2) Devices intended solely for investigational use (in an appro-
priate scientific environment) by qualified experts are exempt from
scientific review.

(3) Secretary shall promulgate regulations (after opportunity for
a hearing) relating to the application of such exemption to any device
intended for clinical testing in humans in developing data to snpport
an application,

(4) Such regulations may condition such exemption nvon :

. {A) Submission of outline of pian of initial clinical testing to
either a local institutional review committee established to super-
vise clinical testing in the facility where initial testing is to oceur,
or to the Secretary for review by appropriate standing scientific
review panel. :

(B) Prompt notification to Secretary of approval of plan by
review panel,

. (€C) Submission to either a local institutional review committee
or the Secretary of an adequate grotocol for clinical testing to be
conducted by separate groups of investigators under essentially
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same protocol, together with report of prior investigations ‘of de-
vice, including tests on animals, adequate to justify the proposed
testing. :

(D) Obtaining of signed agreements from investigators that
humans upon whom device to be used will be under their personal
supervision.

(E) Establishment and maintenance of records, and making of
such reports obtained from investigational use of device, as Sec-
retary finds will enable him to evaluate safety and effectiveness
of device.

&F) Other conditions relating to protection of public health
and safety as Secretary may deem necessary.

Nothing in this subsection shall be construed to require investigators
to submit directly to the Secretary reports on investigations. Secre-
tary shall determine if investigation conforms to this section within
30 days of a submission or notification under this section, and the in-
vestigation shall not begin until sponsor receives notice from Secre-
tary that investigation conforms to this section provided Secretary
may delay beginning of investigation unless he so finds and notifies
sponsor of such finding(s). Secretary may exempt investigation from
all or part of this subsection in the public interest.

(5) Regulations must assure that—

Rights and welfare of subjects are adequately protected ;

Risks are outweighed by potential benefits or importance of
knowledge to be obtained ; and : :

Informed consent of participants is to be obtained by adequate
methods in all but exceptional cases. -

(A) The term “informed consent” means consent of a person, or his
legal representative, so situated as to be able to exercise free power
of choice without intervention of any element of force, fraud, deceit,
duress, ete. Such consent shall be evidenced by an agreement signed by
such person or his legal refresentative. Such agreement shall include:

(1) Explanation oi procedures, including any of an experi-
mental nature; ‘

(2) Description of any discomforts and risks which can be
reasonably expected ;

(8) Fair explanation of likely results if experiment fails;

(4) Description of reasonably expected benefits;

(5) Disclosure of alternative procedures potentially advan-
tageous for the subject;

(6) Offer to answer any inquiries concerning procedures; and

(7) Instruction to subject regarding his freedom to discontinue
participation at any time. . ]

Consent agreement must contain no language through which subject
waives any legal rights or releases the institution or its agents from
liability for negligence. Requires that permanent record be kept of
such consent. ‘ ,

(B) “Exceptional cases” to be construed strictly, permits waiver of
only those elements of consent in subparagraph (A), 1-7, as justified
by circumstances, and requires written concurrence by two physicians
not involved in the research unless there is a life-threatening situation
and such concurrence is not feasible.

-
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(8) Whenever Sccretary finds device being investigated on humans
which fails to meet conditions for exemption he shall notify such
sgonsor of his determination, and reason therefor and the exemption
shall not apply until failure to comply is corrected.

(7) In determining applicability of this subsection to any device
and/or its compliance therewith, Secretary may obtain advice of ex-
perts not employed in carrying out this Act (except as consultants).

. (1) Exempts custom devices ordered by physician (or other spe-
clatl}y qualified persons as determined in regulations) for individual
patients. : : ' ‘

(m) (1) A device intended for use by a practitioner which is subject
to frequent modifications, rapid obsolescence or which will not be pro-
duced in substantial volume may be exempted from scientific review
if it is to be developed in accord with a product development protocol,

(2) Any person may petition Secretary to establish a product de-
velopment protocol for such a device. Secretary may, within 30 days,
refer petition to an expert panel, which may, within 60 days or such
other times as agreed upon by panel and petitioner, approve an ap-
propriate protocol. If approved, protocol must stipulate :

(A} Investigational procedures required prior to clinical trials

on device;

(B) That institutional review committee make written finding
of risk-to-benefit ratio and continually monitor and report on
clinical trials; A

(C) Type and quantity of clinical trials required prior to filing
notice of completion of protocol;

(D) Maintenance of records to show compliance with protocol ;

(E) Informed consent from all human subjects; and

. (¥) That copies of all required records be available to Secre-

" tary upon his request.

- {(3) If panel does not approve a protocol within 60 days, Secretary
may consider and approve protocol (with or without modification)
within next 60 days. If neither panel nor Secretary approves a proto-
col, a final order will be issued denying petition and stating reasons.

(4) After approval of protocol, petitioner may submit notice of
completion of the requirements of protocol, indicating that to the best
of his knowledge, no reasons exist relating to safety, effectiveness, or
other public health considerations why device should not be marketed.
The Secretary shall approve or disapprove such notice within 90 days.

(5) Secretary may at any time prior to approving a product de-
velopment protocol and after providing petitioner with opportunity
for inforinal hearing, revoke a protocol or object to notice of comple-
tion, if he finds in writing:

(A) Petitioner failed to comply with protocol requirements;

or .
(B) Results of clinical trials differ so substantially from re-
sults required in protocol that further trials are unjustifiable; or
(C) Device is not safe for use under conditions prescribed in
labeling; or
(D) A lack of adequate scientific evidence showing device to
have effect it purports to have on label.
(6) Allows Secretary to immediately revoke an exemption tpertain-
ing to a device subject to a product development protocol, if an im-
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minent hazard to public health or safety is caused by existence of such
exemption. . .

(7) Secretary may also revoke an exemption, after a notice of com-
pletion of protocol requirements has become effective, if he finds that
any grounds listed in subsection referring to withdrawal of approval
of ‘application under scientific review apply. ) .

(8% Secretary may reconsider an order revoking an exemption
under this section and reinstate such exemption.

(n) (1) Devices in use the day before such device is declared sub-
ject to scientific review, will be considered adulterated (unless ap-
proved) on the closing date or, if sooner, with respect to an apphicant
the date his apglicat-ion is approved. o

(2) Defines “closing date” shall be 30 months after date device is
declared subject to scientific review, except Secretary may extend
period to sixty months but may terminate such extension if progress
reports etc., and not supplied. L . o

Skc, 302. (a) Makes it a prohibited act to fail to establish, maintain,
or make a report under the investigation device section or the section

uiring records and reports. R
1‘e(%‘b) Prohibits any representation that a device has been approved
under section 514. ‘ s S

TITLE IV—NOTIFICATION OF DEFECTIVE DEVICES;
REPAIR OR REPLACEMENT

Skc. 401. Amends Federal Food, Drug, and Cosmetic Act by adding
new section 515 as follows: L .

Skc. 515. (a) (1) Every person acquiring information which reason-
ably supports the conclusion that a device produced, assembled, dis-
tributed, or imported by him to contain a defect which could create
a substantial risk to the public health or safety, or to be in noncompli-
ance with an applicable standard would be required to notify the Sec-
retary of such defect or failure if device has left control of the manu-
facturer. Information received under this section (except for required
records) shall not be used in prosecuting natural persons under the
Federal Food, Drug, and Cosmetic Act. «

(2) Notification shall contain & clear description of the defect evalu-
ation of the hazards and measures being taken to correct defect and
protection against the hazard. ) 7 ]

(3) The term “defect” as it relates to a device means a deficiency
in design, materials, or workmanship, and does not include any
deficiency resulting from use of improper accessories, Improper in-
stallation, maintenance, repair, or use of device, or deficiency resulting
from normal use of device after expiration of fifetime represented by
manufacturer. . . .

(b) (1) If Secretary determines device presents substantial hazard,
he may make certain adequate notification is made by most appropri-
ate persons and means to all persons including manufacturers, distrib-
utors, health professionals, and users. ) ) i

(2) If Secretary determines users need not be notified he will notify
health professionals who mai comment on advisability of notifying
general public. Thirty days thereafter he will notify public if he de-
termines notification will not endanger public health.
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~ (3) If the Secretary determines after opportunity for a hearing
that device presents substantial hazard he may order manufacturer
or distributor or retailer to take following action at his election to ex-
tent purchaser’s (and, if appropriate his physician) consent is ob-
tained. Those actions are (1) bring device into compliance (2) replace

device, and (3) refund purchase price (less depreciation if over one

year old) Secretary may require submission of plan for carrying out
this requirement. :

(d) (1) No charge will be made of persons availing themselves of
this remedy and they shall be paid for expenses neecessary to do so.

(2) The Secretary may require manufacturer, distributor, or re-
tailer to reimburse another manufacturer, distributor, or retailer if
in the public interest.

(3) An order requiring repair, replacement or refund may only be
made after opportunity for an informal hearing. If interested person
wishing to participate in hearing is one of a class that is represented,
the Secretary may limit his participation to such representative.

- (e) Remedies under this shall be in addition to and not in substitu-
tion for any other legal remedies.

Sec. 402. Failure to furnish notification or information under sec-

tions 515 or 516 or failure to comply with an order under section 515

are made prohibited acts.
Srkc. 403. Conforming technical amendment.

TITLE V—REQUIREMENT OF GOOD MANUFACTURING
PRACTICE

Sec. 501. Amends section 501 of Federal Food, Drug, and Cosmetic
Act to provide that a device is adulterated if it is manufactured, proc-
essed, or installed except in accord with current good manufacturing
practice as determined by the Secretary’s regulations issued under
section 701(a) of the Federal Food, Drug, and Cosmetic Act.

TITLE VI—-RECORDS AND REPOBTS INSPECTION AND
REGISTRATION OF ESTABLISHMENTS; OFFICIAL
NAMES

Sec. 601. Amends Chapter V of the Federal Food, Drug, and Cos-
metic Act by adding a new section 516 as follows:

Sec. 516. (a) (1) Requires persons manufacturing, processing, re-

acking, labeling, or distributing a device subject to a standard which
15 subject to an approved application for scientific review, to maintain
records and make reports to the Secretary on clinical experience and
other data relating to safety or effectiveness-of such device, or possi-
bility of adulteration or misbranding, etc. Regulations under -this
section are to have due regard for professional medical ethics and
interests of patients. ‘

(2) Persons required to maintain such records must allow em-
ployees of Secretary to have access to any copy and verify such
records. :

(b) Exempts from the requirement of records the following:

(1) Licensed practitioners who manufacture or process devices
solely for use in their professional practice.
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(2) Persons manufacturing or processing devices solely for use in
research or teaching and not for sale.

(3) Other classes of persons as Secretary may exempt.

(¢) Every person engaged in manufacuring devices shall on request
furnish to the Secretary pertinent technical data.

Sec. 602, Provides that authorized inspection of establishments
processing or holding prescription devices may extend to all things
therein, including records, files, papers, processes, controls, facilities,
ete. but not to financial, sales or pricing data or personnel (except for
qualifications of technical and professional personnel). Such inspec-
tion is not authorized with respect to pharmacies, medical practi-
tioners, researchers, and other persons exempted by Secretary.

Sec. 603. Each device establishment is required to register annually
with the Secretary and submit a list of all devices processed therein
(which list may be updated) and submit certain labeling and adver-
tising for such listed devices.

Requires device label to bear (in type at least half the size of type
used for brand name) the established name of the device (unless ex-
empted). Defines “established name” to mean name designated by Sec-
retary, name of device as it appears in an official compendium or its
common or usual name,

Provides that device establishments engaged solely in intrastate
commerce are subject to registration as well as those engaged in inter-
state commerce.

TITLE VII-GENERAL PROVISIONS

Skc. 701. Amends chapter VII of the Federal Food, Drug, and Cos-
metic Act by adding new section 708 as follows:

Sec. 708. (a) Establishes Advisory Council on Devices to advise
Secretary on policy matters relating to carrying out provisions of the
Act. Members appointed by the Secretary are to be manufacturers,
scientists, engineers, and members of the professions using such de-
vices, as well as consumers and other persons knowledgeable about
probfems involved in device regulation.

(b) Secretary may, without regard to civil service and classification
laws, appoint other advisory committees and council as he deems
desirable. .

{c) Sets methods of compensation of Council members.

Sec. 702. Amends chapter VII of the Federal Food, Drug, and Cos-
metic Act to add a new section 709 as follows:

Skc. 709. (a) Authorizes Secretary to conduct, either directly or
through contracts with public or private agencies, organizations or
individuals, research, studies, and education and training in areas re-
lated to device safety, development of standards, testing methods, etc.

(b) Directs Secretary to cooperate with and invite participation by
other Federal or State agencies and interested professional or indus-
trial organizations; to collect and publish results of research and
other activities. Authorizes Secretary to obtain devices for research
and testing purposes. ‘

Sec. 703. Amends.section 705 of the Federal Food, Drug, and Cos-
metic Act to permit Secretary to disseminate information regarding
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device standards, testing facilities and methods, other information on
nature and extent of device hazards.

Skc. 704. Amends chapter IX of the Federal Food, Drug, and Cos-
metic Act; add new section 903 as follows: . .

Sec. 903. (a) Prohibits States from establishing or maintaining
standards or regulations for any device which is specifically subject to
an official Federal standard or scientific review, unless State require-
ments are identical to the Federal requirements.

(b) Specifically allows Federal, State, and local %nvermpents to es-
tablish safety requirements applicable to a device for their own use,
if such requirements impose a higher performance standard than
otherwise required by apbplicable Federal law. )

(¢) Allows Secretary to exempt a State proposed safety requirement
from preceding provision if proposed requirement :

Imposes higher performance level than Federal standard;
Is requiredgby compelling local conditions; and
Does not unduly burden interstate commerce.

Skc. 705. Amends section 301(j) of the Federal Food, Drug, and
Cosmetic Act to provide that information on methods or processes
which are trade secret received in submission under the Act shall not
be disclosed outside the Department except that trade secret informa-
tion may be given to contractors under appropriate security provisions
for a use in furtherance of the purposes of the Act.

Sec. 706. Amends section 201 of the Federal Food, Drug, and Cos-
metic Act to define “device” as follows: .

The term “device” means instruments, apparatus, implements, ma-
chines, contrivances, implants, in vitro reagents, or similar articles, in-
cluding their components, parts, and accessories which are: .

(a) Recognized in the official U.S. Pharmacopeia or National
Formulary, or any supplement to them ; or )

(b) Intended for use in diagnosis, treatment, or prevention of
disease in man or other animals; or .

(c) Intended to affect structure or any function of the body of
man or other animals; and ) o
'~ (d) Which do not achieve any of their principal purposes
through chemical action within or on the body of man or other
animals and which are not dependent upon being metabolized for
achievement of their principal purposes.

Sec. 707. Provides that a prescription device is misbranded if its
advertising is false or misleading or unless the advertising contains
the established name, full description of its components or qualitative
formula; and a brief summary of side effects, contraindications, and
effectiveness (as provided in Secretary’s regulations.) Prior approval
of advertising shall not be required except in extraordinary circum-
stances. Prescription device advertisements shall not be subject to sec-
tions 12-17 of the Federal Trade Commission Act.

Sgc, 708. Defines the term “prescription device” to mean any device
so designated by the Secretary as being restricted to sale or distribu-
tion only upon written or oral authorization of licensed practitioner.
A device shall not be designated as prescription unless because of its
potential harm it is nnt safe for use except under supervision of li-
censed practitioner or unless it is limited to prescription sale pursuant
to approval of an application for scientific review.

S, Rept, 94-33 - 5§
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1 . ¢ og-

Qie. 709. Amends section 304 of the Federal Food, Drug, ,mrd (“os
metic Act to permit the seizure of adulterated or misbranded devices
found in any State. )

Spe. 710. Amends section 801 of the Federal Food, Drug. and (:/Qs-
metic Act to prohibit the exportation of noncomplying devices. The
Secretary may permit export of articles not n compliance with the
Federal Food, Drug, and Cosmetic Act if he determines that such
export is in the interest of public health and has the approval of the
country to which it is to be exported.. ) ) '

Sec.T11. (a) Except as provided in subsection (b) the Act will take
cffect on its enactment. )

(b) Provision that device 1s adultered without approval becomes
offective in one vear or on date of approval of application with respect
to certain uses of the device. ) )

(¢) Person owning device cstablishment prior to the enactment date
shall have seven months to register such establishment. 1f such initial
registration takes place in 1975 such establishment will be deemed

registered for that year.
VIII. Cuances in Existing Law

In compliance with subsection (4) of rule XXIX of the Standing
Rules of the Senate, changes in existing law made by titles I through
111 of the bill, as reported, are shown as follows (existing law pro-
posed to be omitted is enclosed in black brackets; new matter printed
In italic) :

FEDERAL FOOD, DRUG, AND COSMETIC ACT
* ] * * * * *

Cuarter 1T—DEFINITIONS

Skc. 201, * * *

[(h) The term “device” (except when used in paragraph (n) of
this section and in sections 301 (i), 403(f), 502(c), and 602(c) means
instruments, apparatus, and contrivances, including their components,
parts, and accessories, intended (1) for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease in man or other ani-
mals; or (2) to affect the structure or any function of the body of man
or other animals] :

(h) The term “device” (except when used in paragraph (n) of this
section and in sections 301(%), 403(F), 602(¢c), and 602(c)) means in-
struments, apparatus, implements, machines, conirivonces, implants,
in witro reagents, and other similar or related articles, including their
components, parts, and accessories (1) recognized in the official Na-
tional Formulary, the official United States pharmacopeia or any sup-
plement to them; or (2) intended for use in the diagnosis of disease
or other conditions orin the cure, mitigation, treatment, or prevention
of disease in man or other animals; or (3) intended to affect the
structure or any function of the body of man or other animals; and
(4) which do not achieve any of their principal intended purposes
through chemical action within or on the gody of man or other animals

~
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and which are not dependent upon being metabolized for the achieve-
ment of any of their principal intended purposes.

. s ) * * * . *

(y) The term “prescription device” means any device which the
Secretary shall designate by regulation as being restricted to sale or
distribution only upon the written or oral authorization of a practi-
tioner licensed by law to administer or use such device and under such
other conditions as the Secretary may by regulation prescribe. The
Secretary may designate as a prescription device, pursuant to the
preceding sentence, only a device which :

(1) because of its potentiality for harmful effect, or the col-
lateral measures necessary to its use, is not safe for use except
under the supervision of a practitioner licensed by law to admin-
ister or use such device, or

(2) is Uimited by an approved application under section 514
to use under the professional supervision of a practitioner licensed
by law to administer or use such device.

Cuarrer II1—ProutBiTED ACTS AND PENALTIES

PROHIBITED ACTS

Skc. 301. * * *

(e) The refusal to permit access to or copying of any record as
required by section 703; or the failure to establish or maintain any
record, or make any report, required under section 505 (i) or (j), 507

(d) or (g) [or] 512(j), (1), or (m), 614(%), or 616(a) or the refusal

to permit access to or verification or copying of any such required
record.

* * % % *

(j) The using by any person to his own advantage, or revealing,
other than to the Secretary or officers or employees of the Depart-
ment, or to the courts when relevant in any judicial proceeding under
this Act, any information acquired under authority of section 404,
409, 505, 506, 507, 511, 512, 513, 6§14, 515, 516, 104, or 706 concerning
any method or process which as a trade secret is entitled to protection.
The Secretary may provide any information which contains or re-
lates to a trade secret or other matter referred to in this section or in
section 1905 of title 18, United States Code, to a contractor in further-
ance of the provisions of this Act, and such contractor shall take such
security precautions as are prescribed in regulations promulgated by
the Secretary and shall be subject to the provisions and penalties estad-
lished in this Act and in section 1905 of title 18, United States Code.

%k % 3 B3 * sk %*

(L) The using, on the labeling of any drug or device or in any ad-
vertising relating to such drug or dewice, of any representation or sug-
cestion that approval of an application with respect to such drug or
derice is in effect under section 505 or 514, as the case may be, [505]
or that such drug or device complies with provisions of such section.

#* *® & * * * *

() (1) The failure or vefusal to furnish any notification or other
material or information as required by section 515 or 516, or (2) the
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failure or refusal to comply with any vequirement prescribed wnder
aunthority of section 515(¢).
* * & 3 % * #

SEIZURE
Sec. 304, () (D)
% £ * k3 B * £
(2) The following shall be liable to be proceeded against at any time
on libel of information and condemned in any district court of the
United States or United States court of a Tervitory within the juris-
diction of which they are found: (A) Any drug that is a counterfeit
drug, (B) Any container of a counterfeit drug, [and] (C) Any punch,
die, plate, stone, labeling, container, or other thing used or designed
for use in making a counterfeit drug or drugs [.J, and (D) Any adul-
terated or misbranded device.
£ £ * ¥ # k. *

Canarrer V—Dnvas ANp Deviees
ADULTERATED DRUGS AND DEVICES

See. 501, A drug or device shall be deemed to be adulterated—
(a) *® % % ’
® % , % % ® % *

(e) (1) If it is, or purports to be or is represented as, a device with
vespect to wehich. or with respect to eny componeit, part, or accessory
of which there has been promulgated a performance standard under
section 513, unless such device, or such component, part, or accessory,
is inall respects in cm}fomnéf;z; with such performance standard; or

(2) if it is a banned device. :

(F) 17 (1) it is a device, and (2) such devices, or any component,
part, or accessory thereof, is deemed unsafe or ineffective within the
meaning of section 914 with respect Lo its use or infended use.

(g) IF it is a device and the methods used in, or the facilities or con-
trols used for, its manufacture, processiing, packing, holding, or instal-
Tation do not conform to, or are not operated or administered in con-
formity with, current good manufacturing practice, as determined by
regulaiions of the Secreiary promulgated under section 701(a) after
consultation with all interested pevsons and after an opportunity for
o hearing, to assure that such device is safe and effective.

MISBRANDED DRUGS AND DEVICES

Skc. 502. A drug or device shall be deemed to be misbranded—
(a) Kk ok %
* # * * * *® C %
. (e) (1) If it is a drug, unless (A) its label bears, to the exclusion
of any other nonproprietary name (except the applicable systematic
chemical name or the chemical formula), (i) the established name (as
defined in subparagraph (3)) [(2))] of the drug, if such there be,
and (ii) in case it is fabricated from two or more ingredients, the

-
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established name and quantity of each active ingredient, including the
quantity, kind, and proportion of any alcohol, and also including
whether active or not, the established name and quantity or propor-
tion of any bromides, ether, chloroform, acetanilide, acetophenetidin,
amidopyrine, antipyrine, atropine, hyoscine, hyoscyamine, arsenic,
digitalis, digitalis glucosides, mercury, ouabain, strophanthin, strych-
nine, thyroid, or any derivative or preparation of any such sub-
stances, contained therein: Provided, That the requirement for stat-
ing the quantity of the active ingredients, other than the quantity of
those specifically named in this paragraph, shall appl% only to pre-
seription drugs; and (B) for any prescription drug the established
name of such drug or ingredient, as the case may be, on such label
(and on any labeling on which a name for such drug or ingredient is
used) is printed prominently and in type at least half as large as that
used thereon for any proprietary name or designation for such drug
or ingredient : and Provided, That to the extent that compliance with
the requirements of clause (A) (ii) or clause (B) of this subparagraph
is impracticable, exemptions shall be established by regulations pro-
mulgated by the Secretary.

(2) 1T it is a device, wnless its label bears, to the exclusion of any
other nonproprietary name, the established name (as defined in sub-
paragraph (4)) of the device, if such there be, prominently printed
n type at least half as large as that used thereon for any proprietary
name or designation for such device: Provided, That to the extent
compliance with the requirements of this subparagraph is impractica-
ble, exemptions shall be established by regulations promulgated by
the Secretary. ,

(3) [(2)?1&3 used in [this paragraph (e)} subparagraph (1), the
term “established name”, with respect to a drug or ingredient thereof,
means (A) the applicable official name designated pursuant to section
508, or (B) if there is no such name and such drug. or such ingredient,
18 an article recognized in an official compendium, then the official title
thereof in such compendium, or (C) if neither clause (A) nor clause
(B) of this subparagraph applies, then the common or usual name,
if any, of such drug or of such ingredient: Provided further, That
where clause (B) of this subparagraph applies to an article recognized
in the United States Pharmacopeia and in the Homeopathic Pharma-
copeia under different official titles, the official title used in the United
States Pharmacopeia shall apply unless it is labeled and offered for
sale as a homeopathic drug, in which case the official title used in the
Homeopathic Pharmacopeia shall apply.

(4) Asused in subparagraph (2), the term “established name”, with
respect to o device, means (A ) the applicable official name designated
pursuant to section 508, or (B) if there is no such name and such device
s an article recognized in an official compendium, then the official title
thereof in such compendium, or (O) if neither clause (A) nor clause
(B) of this subparagraph applies, then the common or-usual name of
such device, if any. .

% * * * * - *

_(j) Ifit is dangerous to health when used in the dosage, or manner or
with the frequency or dnration preseribed, recommended, or suggested
in the labeling thereof. ‘

® * & % * #* #*
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(o) If it [is a drug and] was manufactured, prepared, propagated,
compounded, or processed in an establishment in any State not duly

registered under section 510.
sk #* . * * * *

(q) If it is a device subject to a performance standard promulgated
wunder section 513, unless (1) its labeling bears such instructions and
warnings as may be prescribed in such performance standard; and
(2) it complies with the requirements of section 613(i) (1).

(r) In the case of any device that is a prescription device, if its ad-
vertising is false or misleading in any particular.

(8) In the case of cm?y prescription device distributed or offered for
sale in any State, unless the manu facturer, packer, or destributor

thereof includes in all advertisements, and other descriptive printed
matter issued or caused to be issued by the manufacturer, packer, or
distributor with respect to that device a true statement of (1) the es-
tablished name as defined in section 502(e), printed prominently and
in type at least half as large as that used for any trade or brand name
thereof, (2) a full description of the components of such device or the
formula skRowing quantitatively cach ingredient of such device to the
extent required in regulations which shall be issued by the Secretary
after an opportunity for a hearing, and (3) such other information n
brief swmmary relating to side effects, contraindications, and effective-
ness as shall be required in regulations which shall be issued by
the Secretary after an opportunity for a hearing : Pro'm'ded, That
(A) except in extraordinary circumstances, no regulation issued under
this paragraph shall require prior approval by the Secretary of the
content of any advertisement, and (B) no advertisement of a prescrip-
tion device, published after the effective date of regulations issued
under this paragraph applicable to advertisements of prescription
devices, shall, with respect to the matters specified in this paragraph
or covered by such regulations, be subject to the provisions of sections
12 through 17 of the Federal Trade Comn ission Act, as amended (15
17.8.C. 52-57). This paragraph shall not be applicable to any printed
matter which the Secretary determines to be labeling as defined in sec-
tion 201 (m) of this Act.

AUTHORITY TO DESIGNATE OFFICLAL NAMES

Sgc. 508. (a) The Secretary may designate an official name for any
drug or device it he determines that such action is necessary or desir-
able in the interest of usefulness and simplicity. Any official name
designated under this section for any drug or device shall be the only
official name of that drug or device used in any official compendium
published after such name has been prescribed or for any other pur-
pose of this Act. In no event, however, shall the Secretary establish
an official name so as to infringe a valid trademark.

(b) Within a reasonable time after the effective date of this section,
and at such other times as he may deem necessary, the Secretary shall
cause a review to be made of the official names by which drugs ave
identified in the official United States Pharmiacopeia, the official
Homeopathic Pharmacopeia of the United States, and the official Na-

-
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tional Formulary, and all supplements thereto, and at such times as
he may deem necessary shall cause a review to be made of the official
names by which devices are identified in any official compendium, and
all supplements thereto, to determine whether revision of any of those
names is necessary or desirable in the interest of usefulness and
simplicity.

(c) Whenever he determines after any such review that (1) any
such official name is unduly complex or is not useful for any other
reason, (2) two or more official names have been applied to a single
drug or device, or to two or more drugs which are identical in chemical
structure and pharmacological action and which are substantially
identical in strength, quality, and purity, or two or more devices which
are substantially similar in design and purpose, or (3) no official name
has been applied to a medically useful (fly‘zg or device, he shall transmit
in writing to the compiler of each official compendium in which that
drug or drugs or device are identified and recognized his request for
the recommendation of a single official name for such drug or drugs
or device which will have usefulness and simplicity. Whenever such
a single official name has not been recommended within one hundred
and eighty days after such request, or the Secretary determines that
any name so recommended is not useful for any reason, he shall des-
ignate a single official name for such drug or drugs or device. When-

* ever he determines that the name so recommended is useful, he shall

designate that name as the official name of 'such drug or drugs or
device. Such designation shall be made as a regulation upon public
notice and in accordance with the procedure set forth in section 4 of
the Administrative Procedure Act (5 U.S.C. 1003).

(d) After each such review, and at such other times as the Secretary
may determine to be necessary or desirable, the Secretary shall cause to
be compiled, published, and publicly distributed a list which shall list
all revised official names of drugs or devises designated under this sec-
tion and shall contain such descriptive and explanatory matter as the
Secretary may determine to be required for the effective use of those
names.

(e) Upon a request in writing by any complier of an official com-
pendium that the Secretary exercise the authority granted to him
under section 508(a), he shall upon public notice and in accordance
with the procedure set forth in section 4 of the Administrative Pro-
cedure Act (5 U.S.C. 1003) designate the official name of the drug or
device for which the request is made. °

* ‘ * * * * * *
REGISTRATION OF PRODUCERS OF DRUGS AND DEVICES?

Skc. 510. (a) As used in this section—
(1) the term “manufacture, preparation, propagation, com-
pounding, or processing” shall include repackaging or otherwise

1The Congress hereby finds and declares that in order to make regulation of interstate
commerce in drugs and devices effective, it is necesary to provide for registration and
inspection of all establishments in whivﬁ drugs or devices are manufactured, prepared
propagated, compounded, or processed; that the products of all such establishments are
likely to enter the channels of interstate commerce and directly affect such commerce; and
that the 1jegulnti.on of interstate commerce in drugs and deviees without provisioﬁ for
registration and inspection of establishments that may be engaged only in intrastate com-
merce in such drugs or devices would disceriminate against and depress interstate commerce
in such drugs and devices, and adversely burden, obstruect, and affect such interstate
commerce.
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changing the container, wrapper, or labeling of any dru gackage
or device package in furtherance of the distribution of the drug
or device from the original place of manufacture to the person
Whé) makes final delivery or sale to the ultimate consumer or user;
an ,

(2) the term “name” shall include in the case of a partnership
the name of each partner and, in the case of a corporation, the
name of each corporate officer and director, and the State of
incorporation.

(b) On or before December 31 of each year every person who owns or

- operates any establishment in any State engaged in the manufacture,
preparation, propagation, compounding, or processing of a drug or
drugs or @ device or devices shall register with the Secretary his name,
places of business, and all such establishments.

(¢) Every person upon first engaging in the manufacture, prepara-
tion, propagation, compounding, or processing of a drug or drugs or @
device or devices in any establishment which he owns or operates in
any State shall immediately register with the Secretary his name,
place of business, and such establishment.

[(d) Every person duly registered in accordance with the foregoing
subsections of this section shall immediately register with the Secre-
tary any additional establishment which he owns or operates in any
State and in which he begins the manufacture, preparation, propaga-
tion, compounding, or processing of a drug or drugs.]

(d) (1) Ewery person duly registered in accordance with the fore-
going subsections of this section shall immediately register with the
Secretary any additional establishment which he owns or operates in
any State and in which be begins the maméfaetwe, reparation, propa-
gation, compounding, or processing of a drug or drugs, or of a device
or dewvices.

(2) Every person who is registered with the Secretary pursuant to
the first sentence of subsection (b) or (¢) or paragraph (1) of this
subsection shall, if any device is thereafter manufactured, prepared,
propagated, compounded, or processed in any establishment with re-
spect to which he is so registered, immediately file a supplement to
such registration with the Secretary indicating such fact.

* * * # #* * #

(g) The foregoing subsections of this section shall not apply to—
- A1) pharmacies which maintain establishments in conformance
with any applicable local laws regulating the practice of phar-
macy and medicine and which are regularly engaged in dis-
pensing prescription drugs or devices, upon preseriptions of prac-
titioners licensed to administer such drugs or devices to patients
under the care of such practitioners in the course of their pro-
fessional practice, and which do not manufacture, prepare, propa-
gate, compound, or process drugs or dewvices for safe other than in
the regular course of their business of dispensing or selling drugs
or devices at retail; '
(2) practitioners licensed by law to preseribe or administer
drugs or devices and who manufacture, prepare, propagate, com-
pound, or process drugs or devices solely for use in the course of
their professional practice;
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(3) persons who manufacture, prepare, propagate, compound,

or process drugs or devices solely for use in research, teaching, or
- chemical analysis and not for sale; ]

(4) such other classes of persons as the Secretary may by regu-
lation exempt from the application of this section upon a finding
that registration by such classes of persons in accordance with

*this section is not necessary for the protection of the public health.

(h) Every establishment in any State registered with the Secretary
pursuant to this section shall be subject to inspection pursuant to sec-
tion 704 and shall be so inspected by one or more officers or employees
duly designated by the Secretary at least once in the 2-year period be-
ginning with the date of registration of such establishment pursuant
to this section and at least once in every successive 2-year period
thereafter. ~ ) ’ )

(i) -Any -establishment within any foreign country engaged in the
manufacture, preparation, propagation, compounding or processing
of a drug or drugs or a device or devices shall be permitted to register
under this section pursuant to regulations promulgated by the Secre-
tary. Stch regiilations shall require such establishment to provide the
information required by subsection (j) in the case of a device or de-
rices and shall include provisions for registration of any such estab-
lishment upen condition that adequate and effective means are avail-
able, by agreement with the government of such foreign country or
otherwise, to enable the Secretary to determine from time to time
whether drugs or dewices manutactured, prepared, propagated, com-
pounded, or processed in such establishment, if imported or offered
for import into the United States, shall be refused admission on any
of the grounds set forth in section 801 (a) of this Aect. . .

(3) (1) Every person who registers with the Secretary under sub-
section (b), (¢}, or (d) shall, at the time of registration under any
such subsection, file with the Secretary [a list of all drugs (by estab-
lished name) a list of all drugs and o list of all devices (in each case
by established nome (as defined in section 502(e)) and by any pro-
prietary name) which are being manufactured, prepared, propagated,
compounded, or processed by him for commercial distribution and
which he has not included in any list of drugs or devices filed by him
with the Secretary under this paragraph or paragraph (2) before
stich time of registration. Such list shall be prepared in such form and
manner as the Secretary may preseribe and shall be accompanied by-—

(A) in the case of a drug contained in [such] the applicable
list [list] and subject to section 505, 506, 507, or 512, or a device
contained in the applicable list with respect to which a perform-
ance standard has been promulgated under section 513 or which
/s subject to section 614 a veference to the authority for the mar-
keting of such drug or device and a copy of all labeling for such
drug or device;

(B) in the case of any other drug or device contained in [such

list —7F on applicable List—

- [(1) which is subject to section 503(b) (1), a copy of all
labeling for such drug, a representative sampling of adver-
tisements for such drug, and, upon request made by the Sec-
rectary for good canse,a copy of all advertisements for such
drug, product, or]
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() which drug is subject to section 503(b) (1), or which
device, is a prescription device a copy of all labeling for such
drug or device, a representative sampling of advertisements
-for such drug or device, and, upon request made by the Secre-
tary for good cause, a copy of all agfe;grtiaemems for a par-
ticular drug product or device, or; :

L[(3i) which is not subject to section 303(b) (1), the label
and package insert for such drug and a representative sam-
pling of any other labeling for such drug:}

(it) which drug is not subject to section 603 (b) (1), or
which device i3 not a prescription device, the label and pack-
age insert for such drug or device and a representative sam-

ling of any other labeling for such dyug or device;

(,?3 in the case of any drug contained in [such list] an appli-
cable list which is described in subparagraph (B), a quantitative
listing of its active ingredient or ingredients, except that with
respect to a particular drug product the Secretary may require the
submission of a quantitative listing of all ingredients i;%e' finds
that suc(lll submission is necessary to carry out the purposes of this
Act: an ( ,

(D) if the registrant filing [the] a list has determined that a
particular drug product contained in such list is not subject to

- gection 505, 506, 507, or 512, or the particular device contained in

such a list is not subject to a performance standard promulgated
under section 513, or i8 not a prescription device a brief statement
of the basis upon which the registrant made such determination
if the Secretary requests such a statement with respect to that par-
ticular drug product [.] or device.

(2) Each person who registers with the Secretary under this sub-
section shall report to the Secretary once during the month of June of
each year and once during the month of December of each year the
following information:

(A) A list of each drug or device introduced by the registrant
for commercial distribution which has not been inciuded in any
list previously filed by him with the Secretary under this sub-
paragraph or paragraph (1) of this subsection. A list under this
subparagraph shall list a drug or device by its established name
(as defined in section 502(e)) and by any proprietary name it
may have and shall be accompanied by the other information
required by paragraph (1).

(B) If since the date the registrant last made a report under
this paragraph (or if he has not made & report under this para-
grapg, gince the effective date of this subsection) he has discon-
tinued the manufacture, preparation, propagation, compounding,
or processing for commercial distribution of a drug or device in-
cluded in a list filed by him under subparagraph (A) or para-
graph (1) notice of such discontinuance, the date of such discon-
tinuance, and the identity (by established name (as defined in sec-
tion 502(e)) and by any proprietary name) of such drug or
device. ‘

(C) If since the date the registrant reported pursuant to sub-
paragraph (B) a notice of discontinuance he has resumed the

-
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manufacture, preparation, propagation, compounding, or proc-
essing for commercial distribution of the drug or device with re-
spect to which such notice of discontinuance was reported ; notice
of such resumption, the date of such resumption, the identity of
such drug or device (each by established name (as defined in sec-
tion 502(e)) and by any proprietary name), and the other infor-
mation required by paragraph (1), unless the registrant has
previously reported such resumption to the Secretary pursuant
to this subparagraph. ‘

(D) Any material change in any information previously sub-
mitted pursuant to this paragraph or paragraph (1};.

(3) The Secretary may afso require each registrant under this sec-
tion to submit a list of each drug product which (A) the registrant is
m&nufact;urin%, (Freparing, progaga,ting, compounding, or processing
for commercial distribution, and (B) contains a garticula.r ingredient.
The Secretary may not require the submission of such a list unless he
has made a gndmg that the submission of such a list is necessary to
carry out the purposes of this Act. '

PRELIMINARY CLASSIFICATION OF DEVICESR

- Ske. 611. (a) Within sizty days after funds are first appropriated
for the implementation of thas section, the Secretary shall appoint and
orgamize separate classification panels (:{ experts, qualified by scientific
training end experience, to review and classify devices intended for
hwman use into appropriate categories based on the safety and effec-
tiveness of such devices. Each panel shall review all devices intended
Jor human use within its respective scientific field for purposes of ap-
propriate classification and s;:all submit within one year of its appoint-
ment a report of its findings and conclusions to the Secretary. To the
maximuwm extent practical the panel or panels shall provide an oppor-
tunity for any interested person to submit data and views on the classi-
fication of a device (or type or class of device). The Secretary may uti-
lize an%wmh panels which may have been formed for the purpose of
such classification prior to enactment of this section and such panels
may wtilize information and findings developed prior to enactment of
this section in making such reports. Such panels shall also serve as sci-
entific review panels under section 514. ‘

(8) (1) Panel members sholl be gqualified by training and experi-
ence to evaluate the safety and effectiveness of devices in the category
or closs of devices to be referred to such a panel and to the extent
feasible shall possess skill im the use of or experience in the develop-
ment, manufacture, perfection, or utilization of such devices. In ad-
dition to such experts, each panel shall include as nonvoting members
a representative of consumer interests and a representative of industry
interests. Panel members may be nominated by appropriate scientific,
trade, and conswmer organizations.

(2) The panels shall be organized according to the various flelds of
clinical medicine and the fundamental sciences which utilize medical
devices, and shall consist of members with diversified expertise in such
fields as clinical and administrative medicine, engineering, biological
end physical sciences, or other related professions. The Secretary shall
designate one of the members of each panel to serve cs chairman
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thereof. Panel members shall, while attending meetings or conferences
of the panel or otherwise engaged on its business, be compensated at
per diem rates fiwed by the Secretary but not in excess of the rate for
grade GS—18 of the General Schedule at the time of such service, in-
cluding travel-time, and while so serving away from their homes or
regular places of business they moy be allowed travel expenses (in-
cluding per diem in lieu of subsistence) as authorized by title 5, United
States Code, section 5703, for persons in the Government service em-
ployed intermitiently. The Secretary shall furnish each panel with
adequate clerical and other necessary assistance, and shall prescribe
by regulation the procedures to be followed by each panel. o

(z) Panels appointed pursuant to subsection (a) shall submit (in
the final report of the panel or such interim reports as may be appro-
priate) recommendations for the clossification of devices for purposes
of and in accordance with sections 513 and 514 into one of the three
following classes and shall, to the ewtent practicable, assign priorities
within such classes: ] ) ]

(1Y Those devices (A) for which insufficient information exists to—

(¢) assure effectiveness, or
(2¢) assure that exposure to such devices will not cause unreas-
onable risk of illness or injury, and :

B) for which standards or other means may not be appropriate to
reduce or eliminate such risk of illness or injury and whick therefore
should be subject to premarket scientific review pursuant to section
514 Such review, either initial or continuing, shall be required if the
panels datermine that such device purports or is represented to be for
a use which is life sustaining or life supporting.

(2) Those devices for which in orvder to assure effectiveness or to
reduce or eliminate unreasonable risk of illness or injury it is appro-
priate to establish reasonable performance standards pursuant to sec-
tion 513 velating to safety and effectivenecss and for which other means
may not be appropriate to reduce or eliminate such risk of tliness or
(N jury.

: j( 3) Those devices which are safe and effective when used in conjunc-
tion with instructions for usage and warnings of limitation, which are
adequate for the persons by whom the device is represented or intended
for use, which present a minimum, risk, and which should be exempt
from requirements for scientific review or performance standards.

(d) As soon as possible after filing of the report re%uz‘md for com-
pliance with subsection (a), the Secretary shall publish such report in
the Federal Register and provide interested persons an opportunity to
comment thereon. After reviewing such comments the Szeretary shall
by requlation provide for preliminary classification of such devices.
The Secretary may establish priovities for implementing the action
warranted by such classification under sections 513 and 61} and may
defer such action for any device until an appropriate time, consistent
with expeditious implementation of these provisions.

(¢) The Secretary, with the advice of the appropriate panel and
after making a specific finding and publishing such finding in the Fed-
eral Begister and providing interested persons an opportunity for
comment thereon may by regulation change the preliminary classifi-
cation of a device or group of devices from one category to another,

-
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(f) The preliménary classification of a device shall constitute public
notice that, as expeditiously as i8 feasible, the Secretary will wssue a
final classification in the form of a determination of @ need for a per-
formance standard pursuant to section 513 or a determination of the
need for scientific review pursuant to section 514. The grelimm@*y clas-
sification shall not relicve the Secretary of any obligation to pro-
vide notice as required by sections 513 and 61}. Any interested person
will hawe an opportunity, pending such final classification, to under-
take studies amd other work appropriate to develop a performance
standard or to demonstrate the safety and effectivencss of a device.

(g) After the promulgation of regulations under subsection (d) of
this section and commensurate with the effective date of section 501 (f)
a manufacturer of a medical device which has not been classified in
accordance with this section shall file an application for the classifica-
tion of the device and must receive from the Secretary notification
of the classification of such device. The Secretary shall act on the
application within sizty d;lys unless the Secretary and the manufac-
turer agree to an additional period of time. The Secretary shall clas-
sify the devices in accordance with the criteria and procedures listed
in 611, 513, and 614 including the requirement for consultation with
the appropriate panel or panels. The appeal provisions of sections 513
and 514 shall apply. S R ‘

- S N
PERFORMANCE STANDARDS FOR MEDICAL DEVICES
Awuthority To Set Standards’

Sec. 513. (a) (1) Whenever in the judgment of the Secretary such
action is appropriate to assure effectivenecss or to reduce or eliminate
unreasonable risk of illness or injury associated with exposure to or use
of @ device (including the need for uniformity and compatibility with
systems or enwironments in which it 18 intended to be used) and for
which other means may not be appropriate to reduce or eliminate such
risk of illness or m}{ury ke shall by order issued in accordance with
subsection (¢) of this section promulgate for any device, or type or
class of device, for which a performance standard has been determined
to be appropriate pursuant to section 511(d), a performance stendard
relating to safety and effectiveness, (including effectiveness over time),
and including where necessary : the composition, the construction, the
compatibility with power systems and connections, and the properties,
and including where appropriate the uniform identification of such
device. Such performance standard shall where appropriate include
provisions for the testing of the device and the measurement of its
characteristics (including individual lot testing by or at the direction
of the Secretary where necessary to assure the acburacy and reliability
of results when it iz determined that no other more practicable means
to assure accuracy and reliability are available to the Secretary) and
shall where appropriate require the use and prescribe the form and
content of instructions or warnings necessary for the proper installa-
tion, maintenance, operation, and use of the device.. A

2) 4 pefzeormame standard may require that the device or any
component thereof be marked, tagged, or accompanied by clear and
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adequate warnings or instructions reasonably necessary for the pro-
tection of health or safety. oo .

(8) The Secretary shall provide for a periodic evaluation of the
adequacy of all performance standards promulgated under this sec-
tion in order to reflect changes in the state of the art of the development
of devices and in applicable medical, scientific, and other technological
data.

(4) For the purposes of this section, when a device is intended for
use by a physician, surgeon, or other person licensed or otherwise
specially qualified tkefrefqor, its safety and effectiveness shall be deter-
mined with regard to such intended use.

Consultation with Other Federal Agencies and Interested Groups;
Use of Other Federal Agencies

(b) (1) Prior to (A) initiating & proceeding under subsection (c)
to promulgate o performance standard under this section, (B) initiot-
ing the development of a proposed performance standard under
subsection (f) of this section, or (O) the taking of any action under
subsection (g) of this section, the Seoretary sholl to the maximum
practicable ewtent consult with, and give appropriate weight to rele-
vant standards published by, other Federal agencies concerned with
standard setting and other nationally or internationally recognized
standard-setting agencies or organisations. In considering proposals
for the development of performance standards, the Secretary shall te
the maximum extent practicable invite appropriate participation,
through joint or other conferences, workshops, or other means, by in-
formed persons representative of scientific, professional, industry, and
consumer organizations which in his judgment can make a significant
contribution to such development.

(2) In carrying out his dutics under this section, the Secrotary shall
utilize to the maximum practicable exitent the personnel, facilities, and
other technical support available in other Federal agencies.

Initiation of Proceeding for Performance Standards—Development
by Interested Purties

(e} (1) A proceeding to promulgate a performance standard under
this section shall be initiated by the Secretary by publication of notice
in the Federal Register. Such notice shall advise of the opportunity for
comment on the need to initiate such proceeding and shall include—

(A) a description or other designation of the device (or type or
class of device) to which the proceeding relates; :

(B) the nature of the risk or risks intended to be controlled;

(C) a swmmary of the data on which the Secretary has found
a need for initiation of the proceeding ;

(D) identification of any existing performonce standord (if
Jc;rzzgwn to the Secretary) which may be relevant to the proceeding ;
a :

(E) an invitation to any person, including any Federol agency,
which has developed or is willing to develop a proposed perform-
ance standard to submit to the Secretary, within siwty days after
the ‘date of such notice (i) such a performance standard; or (i)
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an offer to develop o proposed performance standard in accord-
ance with procedures prescribed by regulations of the Secretary.
Such invitation shall specify a dperz’od of time, during which ti‘?
pegf_omance standard is to be developed, which shall be a period
ending one hundred and eighty days after the publication of the
notice, unless the Secretary for good cause finds (and includes such

Junding in a notice published in the Federal Register) that a dif-

(2};87;7235 pem(}fl s appropriate.
rior to his issuance of an order to prom

standard, the Secretary shall gongzder—— promulgate a performance

(A) the degree of risk of illness or injury associated with those
aspects of the devices subject to the order;

(B) the approximate number of devices, or types or classes
thereof, subject to the order;

(C) the bemefit to the public from the devices subiect to the
order, and the probable e);:ét of the order upon the utility cost or
availability of the devices to meet that need E

(D).meanfs of achieving the objective of the order with a mini-
mal disruption or dislocation of competition and of reasonable

 manufacturing and other commercial practices comsistent with

ﬁu% gz)ebclizc health and safety ; and
') data and comments submitted pursuant i

( ?g'e%@;:m to 3gch order, g fo subsection (c)

+) DLefore taking action pursuant to subsections (d), (e}, and
concerning the use of an existing performance 8tamda§‘d )o;r (t}z)e,dese' g%&)—
tion of a person or governmental body to formulate a proposed per-
Formance .?tandardz or simultaneous with such action, the Secretary
shall publish a notice in the Federal Register containing his findings
pursvant to paragraph (2) on the need to establish a standard. Such
findings shall be made only after consideration of the report, com-
ments, and regulation provided for in section 617 (d) and the com-
ments recetved under the notice described in subsection (a) (1), and
may be appealed to the courts pursuant to subsection (g) (§) within
thirty days after publication in the Federal Register.

Use of Ewisting Performance Standards

(&) If the Secretary (1) finds thet theve exists a standard which kas
been published by any Federal agcn-y or other qualified agency, orga-
nezation, or institution, (2) has made reference to such standard (un-
less it is a standard submitted wnder subsection () (1)(E)) in his
notice pursnant to subsection (¢) (1) (D). and (3) determines that such
performance standard may be substantially acceptable to him as a
deviee standard, then he may, in liew of accepting an offer under this
section, publish such performance standard as proposed device per-
formance standard in accordance with subsection (g).

~Acceptance of Offers To Develop Performance Standards

(e) (1) Except as otherwise provided b 7
; v subsection (d), the Secre-
z‘;zry may accept one or more offers to develop a pwoposeil gaérf;rmfzzge
standard pursuant to the invitation prescribed by subsection (¢) (1)

-
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(E) if he determines that (A) the offeror is technically competent to
undertake and complete the development of an appropriate perform-

ance standard within the period specified in the invitation under sub-

section (¢) (1)(E') and (B) the offeror has the capacity to comply
with procedures prescribed by requlations of the Secretary under par-
agraph (4} of this subsection. Where mare than one offer is received
and the Secretary determines that the requirements of subparagraphs
(A) and (B) have been met, the Secretary shall, wherever practicable,
give priority to offerors who have no pro ?*z'etarg interest in the device
for which the standard is to be developed. T'he Secvetary shall require,
by regulation, that in making an offer, each offeror and appropriate
individual directors, officers, consultants, and employees of each offcror
company, disclose the following information:

(?) all current industrial or commercial affiliations;

(i2) sources of research support other than the offeror;

(i) companies in which offerors have financial interests;

(iv) such additional information as the Secretary deems per-
tinent to reveal potential conflicts of interest with regard to the
offer.

The égfomatz'on received by the Secretary from.an offeror whose offer
has been accepted shall be made public by the Secretary at the time
that an offer is a accepted.

(2) The Secretary shall publish in the Federal Register the name
and address of each person whose offer is accepted, and summary of
the terms of such offer as accepted. ,

(3) When an offer is accepted under this subsection the Secretary
may agree to contribute to the offeror’s cost in developing a proposed
performance standard, if the Secretary determines that such contribu-
tion is likely to result in a more satisfactory performance standard
than would be developed without such contribution, and that the of-
feror is financially responsible. Regulations of the Secretary, shall set
forth the items of cost in which he may participate, except that such
items may not include construction (except minor remodeling), or the
acquisition of land or buildings. .

(4) The Secretary shall prescribe regulations governing the devel-
opment of proposed performance standards under this subsection and
subsection (f). Such regulation shall include requiremenis—

(A4) that performance standards recommended for promulga-
tion be supported by test data or such other documents or ma-
terials as the Secretary may reasonably require to be developed,
and be suitable for promulgation under subsection (g);

(B) that performance standards recommended. for promulga-
tion contain such. test methods as may be appropriate for measure-
ment of complionce with such performance standards;

(©) for notice and opportunity by interested persons, including
representatives of consumers or consumer organizations, to par-
ticipate in the development of such performance standards;

(D) for the maintenance of such records as the Secretary pre-
scribes in such regqulations to disclose the course of the develop-
ment of performance stundards recommended for promulgation,
the comments and other information submitted by any person
in connection with such development, including comments and
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information with respect to the need for such recommended per-
formance standards, and such other matters as may be relevant
t%he evaluation of such recommended performance standards;
a

(E£) that the Secretary and the Comptroller General of the
United States, or any of their duly authorized representatives,
have access for the purpose of audit and examination to any books,
dommentg, papers, and records, relevant to the ewpenditure of any
contribution of the Secretary, under paragraph (3).

Development of Performance Standards by the Secretary

(f) If the Secretary has published a notic provi -
secl) {c)’ o Beo 7Y U a’ e as provided by sub
(c )(J(Z;)n% )peman accepts the invitation prescribed by subsection
t4
(2) the Secretary has accepted neither an existing performance
standard pursuant to subsection (d) nor an offer to develop a
proposed performance standard pursuant to subsection (e}, or
(3) the Secretary has accepted an offer pursuant to subsection
(e) but determines that the offeror is unwilling or unable to con-
tinue the development of the performance standard which was
the subject of the offer or the performance standard which has
been developed is not satisfactory ; '

then the Secretary shall proceed to develop a proposed performance

standard pursuant to procedures prescribe by subsection (g).

Procedure for Promulgation, Amendment, or Revocation of
Pef"fgmcmce Standards

(9) (1) (4) Within one year after expiration of the period provided
for persons to submit a proposed performance standard or offer to
develop a proposed performance standard (which time may Ze ex-
tended by the Secretary by a notice published in the Federal Register
stating the good cause therefor) and after review of any proposal
submatted under subsection (e), the Secretary shall pub;/isz in the
Federal Register either a proposal to promulgate a performance stand-
ard applicable to the device (or type or class of device) subject to the
proceeding, or a notice that the proceeding is terminated. The proposal
to promulgate a performance standard shall set forth the perf@mme
standard, the manner in which interested persons may examine data
and other information on which the performance standard is based, and
the period within which interested persons may present their comments
on the standard (including the need therefor) orally or in writing.
Such period for comment shall be at least sinty days, but not to exceed
ninety days which time may be extended by the Secretary by a notice
published in the Federal Register stating the couse therefor.

(B) Within ninety days after the expiration o f the pertod for com-
ments pursuant to paragraph (A), the Secretary shall, by order pub-
lished in the Federal Register, act upon the proposed performance
standard or terminate the proceeding. The order shall set forth the
performance standard, if any, the reasons for the Secretary’s action,
and the date or dates upon which the performance standard, or por-
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jons thereof, will become effective. Such date or dates shall be estab-
szjd 80 as];’o minimize, co'r]?séstem with the public health‘ and safety,
economic loss to, and disruption or dislocation of, domestic and inter-
national trade. If any performance standards set forth in the order is
substantially different from that set forth in the proposal an addi-
tional period orﬁ thirty days shall be permitted for comment on such

rformance standard. ‘ )

W?}Z’)) The Secretary may include in the order promulgating a per-
formance standard such ﬁndings in addition to those made pursuant
to subsection (c) (3) as he may determine to be necessary to support the
judgment required by subsection (a) (1). i in whole

(8) The Secretary may revoke any performance standard, zwz w
or in part, upon the ground that there no longer exists a need therefor
or that such performance standard, (or part thereof) is no longer u}
the public interest. Such revocatior. shall be published as a proposa.
in the Federal Register and shall set forth such performance standard
or portion thereof to be revoked, a summary of the reasons for 7]:@3
determination that there may no longer be a need therefor or that
such standard (or any part thereof) mady no longer be in the public
interest, the manner in which interested persons may examine data
and other information relevent to the Secretary’s determination, and
the period within which any interested gerson may present his views,
orally or in writing, with respect to such revocation. As soon as prac-
tz‘cab% thereafter, the Secretary shall by order act upon such proposal
and shall publish such order in the Federal Register. The order shall
include the reasons for the Secretary’s action and the date or dates
upon which such revocation shall become effective.

(8) The Secretary may propose an amendment of a performance
standard on his own initiative or on the petition of any interested
person by publishing such proposal in the Federal Register. Such Wnooi
posal shall be subject to paragraphs (4) and (5) of this subsection
subsection (k). y ' ] . i .

(4) To the extent not inconsistent with this section, the provisions
of section 553 of title 5 of the United States Code, shall govern pro-
ceedings wnder this section to promulgate, amend, or revoke a per-
formance standard. , .

(5)(4) In_a case of actual cantmfvergi/. as to the validity of any
order promulgating, amending, or revoking a perfo:r:nmme stand-
ard or findings that o standard is needed or a regulavion banming
device, any person who will be adversely affected by such order if
placed in effect may at any time prior to the thirtieth day after such
order is issued file a petition with the United States Court of Appeals
for the District of Columbia or for the circuit wherein such person
resides or has his principal place of business, for a judicial review of
such order. A copy of the petition shall be transmitted bg the clerk
of the court to the Secretary or other officer designated by him for
that purpose. The Secretary thereupon shall file in the court the rec-
ord of the proceedings on which the Secretary based his order, as
provided in section 2112 of title 28, United States Code. .

(Bl) If the petitioner applies to the court for leave to adduce addi-
tional evidence, and shows to the satisfaction of the court that such

-
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additional evidence is material and that there were reasonable grounds
for the failure to adduce such evidence in the proceeding before the
Secretary the court may order such additional evidence (and evidence
in rebuttal thereof) to be presented to the Secretary. The Secretary
may modify kis findings as to the facts, or make new ings, by rea-
son of the additional evidence, so taken, and he shall fle such, modified
or new findings, and his recommendation, if any, for the modification
or :Y;ttiﬁg aside of his oviginal order, with the return of such additional
ewaence,

(C) Upon the filing of the petition referred to in subparagraph (A)
of this paragraph, the court shall have jurisdiction to affirm the order,
or to set it aside in whole or in part, temporarily, or permanently. It
the ovder of the Secretary refuses to issue, nmend. or repeal a vequla-
tion and such order is not in accordamnce with law the cowrt shall by ils
judgment order the Secretary to take action with respect to such requ-
lation, in accordance with law. The findings of the Secretary as to the
facts, if supported by substantial evidence, shall be conclusive.

(D) The judgment of the cowrt affirming or setting aside, in whole
or in part, any such order of the Secvetary shall be final, subject fo
review by the Supreme Court of the United States upon certiorar; or
certification as provided in sections 239 and 240 of the Judicial Code,
«s amended,

(£) Any action instituted under this subsection shall survive not-
withstanding any change in the person ocoupying the office of Secre-
tary or any vacancy in such office.

(F) A certificd copy of the transcript of the record of the proceed-
mgs before the Seeretary shall be furnished by the Secretary to any
enterested party at his request, and poyment of the costs thereof, and
shall be admissible in any criminal libel for condemmnation, exclusion
of imports, or other proceeding arising under or in. respect of this Act,
nobwithstanding dproceecﬁngs with respect to the order howe been pre-
viously instituted or become final under this subsection.

(6) The Secretary may by regulations prohibit a manufacturer of
a device from stockpiling any device to which g performance standard
npplies, 30 as to prevent such manufacturer from circumwenting the
purpose of such performance standard. For purposes of this para-
graph, the term “stockpiling’ means manufacturing or importing a
device between the date of promulgation of such performance stand-
ard and its effective date at a rate which i3 significantly greater (as
determined under the regulations under this paragraph) than the rate
at which such device was produced or imported during a base period
{ ;amscmbed in the regulations under this paragraph) ending before
the date of promulgation of the performance standand.

Referral to Independent Advisory Committee

(R) (1) The Secretary may refer o proposal under subsection (g)
to an advisory committee of experts for a report and recommendation
with respect to any matier involved in such proposal which requires
the exercise of scientific judgment. Such referral shall be prior to or
after publication under such subsection, and shall be 80 referred upon,
@ request, within the time for comment specified in the proposal, of
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any interested person (unless the Secretary finds the request to be
without good cause). For the purpose of any such referral, the Secre-
tary wfé appoint an advisory committee &m may be a standing
advisory scientific review panel established under section 514(b)) and
shall refer to it, together with all the data before him, the matter so
involved for study, and for a report and recommendation. The advi-
sory eommittee shall, after independent study of the data furnished to
it by the Secretary and other data before it, certify to the Secretary
a report and recommendations, together with all wnderlying data and
o statement of the reasons or bass for the recommendations. A copy
of such report shall be promptly supplied by the Secretary to any per-
son who has filed a petition, or who has requested such referral to the
advisory committee. After giving consideration to oll data then before
him, including such report, recommendations, underlying data, and
statement, and to any prior order issued by him in connection with
such matter, the Secretary shall by order conform or modify any prior
ovrder, or, if no such prior ovder has been issued, shall by order act wpon
the proposal. Any interested person shall have the right to consull with.
such a(g;isory comanittee, and such advisory committee is authorized
to consult with any person, in connection with the matter referred to it.

(2) The Secretary shall appoint as members of any such advisory
committee persons qualified in the subject matter to be referred to
the committee and of appropriately diversified professional back-
ground. Members of an advisory committee who are not in the regu-
lar full-time employ of the United Stutes, while attending conferences
or meetings of thewr committee or otherwise serving at the request of
the Secretary, shall be entitled to receive compensation at rates to be
fired by the Secretary but not at rates exceeding the daily equivalent
for grade G8-18 of the General Schedule for each day so engaged,
including traveltime; and while so serving away from their homes or
requlor places of business they may be allowed travel expenses, in-
cluding per diem in liew of mgsz'stence, as quthorized by section 5703
of title 5 of the United States Code for persons in the Government
service employed intermittently. The Secretary shall furnish the com-
mittee with clerical and other assistance, and shall by regulation pre-
scribe the procedures to be followed by the committee.

Testing or Manufacture of Devices To Assure Compliance With
Standards ‘

(2) (1) Ewvery manufacturer of a device subject to a standard wnder
this section shall assure the Secretary, at such times and in such form
and manner as the Secretary shall by regulation prescribe, that test-
ing methods prescribed by the performance standard show the device
to comply therewith, or that the device has been manufactured under
a program of quality control which is in accord with current good
manufacturing practice (a8 may be determined by regulations of the
Secretary) designed to assure such compliance.

(2) To assure that devices conform, to performance stondards under
this section, the Secretary shall review and evaluate on a continuing
basis testing and other quality control programs carried out by manu-
facturers of devices subject to such performance standards.
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Ezemption

(7) This section shall not apply to any device (1) intended solely
(A{' for use in the diagnosis, cure, mitigation, treatment, or preven-
rion of disease in animals other than man or (BZ to affect the struc-
ture or any function of the body of such ani ; or (2) subject to
section 51}, except for those characteristics of the device made subject
to provisions of ewisting performance standards by an application
approved pursuant to that section; or (3) any device of a particular.
marufacturer whick the Secretary finds pursuant to requlations issued
after an opportunity for a hearing may notwithstanding any standard
promulgated under this section be marketed pursuant to an approval
under section 514, : -
’ Temporary Permits

(k) The Secretary shall issue regulations permitting the interstate
skffment of devices varying from an applicable performance stand-
ard for the purpose of investigation or other testing Zmo'r to amend-
ment of the standard. Such regulations may include reasonable
conditions related to the safety and effectiveness of the devices.

Custom Devices

(2) This section shall not apply to any custom device to the extent
that it is ordered by a physician (or other specially qualified per-
sons, authorized by regulations promulgated by the Secretary, after
an opportunity for a hearing) to be made in a special way for indi-
vidual patients. Any such device shall comply with all aspects of any
applicable performance standard except those specifically ordered by
a physician or such other authorized person to be changed. This sub-
section shall apply only to devices ordered for individual patients,
and shall not otherwise exempt a device from subsection (k). Custom
devices shall not be used as a course of conduct and shall not.be gen-
erally available in finished form for purchase or for dispensing upon
prescription, and whether in finished form or otherwise, shall not be
made available through commercial channels by the maker or proces-
sor thereof.

Banned Device

(m) (1) Whenever the Secretary finds after consultation with the
appropriate panel or panels established under section 514(b) and
after affording all interested persons an opportunity for an informal
kearing, that—

(4) a device presents an unreasonable risk of illness or injury
or deception; and
(B) no feasible performance standard or approved application
under section 514 would edequately protect the public from the
unreasonable risk of illness or injury or deception associated with
such dewice, '
he may propose and, in accordance with subsection ( g), promulgate a
regulation declaring such product a banned device. o

(8) The Secretary may declare a proposed regulation banning a

device to be effective on an interim basis after publication in the
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Federal Register, pending completion of the progedures‘establzskeé n
subsection (gg) (3’) ?zf he getewni—nes, after affording all interested pe?g
sons an opportunity for an informal hearing, that such b‘anzzfgg }:ez
expeditiously reduce or eliminate a hagard to the public health or
safety, fraud, or gross deception associated with wck device.

Expedited Amendment

(n) The Secretary may declare & proposed_amendment of a per-
formance standard to be effective on an interim basis after publica-
tion in the Federal Register, pending completion of the ;rocgdw;g
established in subsection (g)(3), if he determines, after @ ording ?z,'
interested persons an opportunity Z‘or an z?}fomnal hearing, that suc
omendment will permit rapid implementation. of desirable changes or
will ewpeditiousg reduce or eliminate a hazard to the public health
or safety without prohibiting demcfas.pemztted. by the ewisting per-
formance stcmdard’;md that to do so 18 in the public interest.

SCIENTIFIC REVIEW OF CERTAIN MEDICAL DEVICES
When Scientific Review Is Required

v, 514 (@) (1) The Secretary may declare that a device (or type
or%éaas o? d(fsv)iée)) 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 partioular use or intended
use thereof if, after consultation with the appropriate panel or panels
specified in subsection (b), he finds that (4) such review 8 appropri-
gte to assure eljcfectivemss or i8 appropriate to reduce or eliménate un-
reasonable risk of illness or injury associated with exposure 1o or use
of a device and (B) other means available to the Secretary may not
be appropriate to reduce or eliminate such risk of illness or injury. (2)
The Secretary may declare that a device (or type or class of device)
shall be subject to scientific review under this section with respect to
any paréa’cul’ar use or intended use thereof if he (A) determines that
scientific review for any device is appropriate to protect the public
health and safety and (B) finds that other means available to the Sec-
retary may not be appropriate to reduce or eliminate such risk of ¢ll-
ness or injury. To the maximum extent practicable the panel or panels
shall provide an opportunity for any interested person to submit data
and views on the appropriateness of applying scientific review to a
device (or type or class of device) or any particular use of a device.
The declaration shall be by regulation (which may be rescinded by the
Secretary) which shall not set forth and be based upon the report,
comments, and regulations provided for in section 511 (d), the findings

escribed in this subsection, and findings as described in section
513(¢)(2). The promulgation of such regulation may be appealed to
the courts pursuant to the provisions of section 613(g) (5) within
thirty days after publication in the Federal Register. A device (or
type or class of device) declared to be subject to scientific review shall
be deemed unsafe or ineffective for the purpose of the application of
section 501 (f) unless either—

-

55

(2) there is in effect an approval of an application with respect
© to such device under this section,

(%) such device is exempted by or pursuant to subsections {k),
(1), or (m) of this section, or
- (4i2) such device is intended solely (1) for use in the diagnosis,
cure, mitigation, treatment, or prevention of disease in animals
other than man or (II) to affect the structure or any function of
the body of such animals.

Standing Advisory Scientific Review Panels

(b) For the purpose of reviewing applications filed under subsection
c), and of reviewing plans and protocols submitted under subsection
k) (4), and of reviewing product development protocol under sub-

section (m) (2) the Secretary shall utilize the standing advisory panels
established under section 611. The selection, payment, and administra-
tion of these panels shall be governed by section 511,

Application for Scientific Review

(¢) (1) Scientific review of a device (or type or class of device)
which has been declared subject to such review in accordance with sub-
section (a) may be obtained by submitting to the Secretary an applica-
tion for his determination of the safety and effectiveness of the je’fve’cﬁ.
The a{glécation shall contain (A) full reports of all imformation,
published or known to or which should reasonably be known to the
ag;gziewzt, concernang investigations which have been made to show
whether or not such device i8 safe and effective for use; (B) a full
statement of the composition, properties, and construction, and of the
principle or principles of operation, of such device; (C') a full descrip-
tion of the met used wn, and the facilities and controls used for,
the monufacture, processing, and, when relevant, packing and instailla-
tion of such device; (D) an identifying reference to any performance
standard, applicable to such device, or component of sucm%dem’ce, which
is in effect pursuant to section 513, and either adequate information to
show that such device fully meets such performance standard or ade-
quate information to justify any deviation from such standard; (E)
such samples of such device and of the articles used as components
thereof as the Secretary may require; (F) specimens of the labeling
proposed to be used for such device; and (G) such other information,
relevant to the subject matter of the application, as the Secretary, upon
advice of the appropriate panel or panels established pursuant to sub-
section (b), may require.

(2) Upon receipt of an application meeting the requirements set
forth in paragraph (1), the Secretary shall refer such application to
the appropriate panel or panels (established pursuant to subsection

- (D)) for study and for submission (within such period, if any, as ke

may establish) of a report and recommendations, together with all
underlying data and the reasons or basis for the recommendations. The
provisions of section 706 (d) (2) shall apply with respect to the mate-
rial so submitted. :
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Consideration of an Initial Action on Application

(d) As promptly as possible, but in no event later than one hundred
and twenty days after the receipt of an application under subsection
(¢), unless an additional period-is agreed upon by the Secretary and
the applicant, the Secretary, after considering the fregwort and recom-
mnfatz‘om referred to in paragraph (2) of such subsection, shall—

(1) approve the application if he finds that none of the grounds
for denyi'ng approval specified in subsection (e) applies,

(2) adwise the applicant that the application is not in approv-
able form; and inform the applicant, insofar as the Secretary de-
termines to be practicable, of the méasures required to place such
application in approvable form (which measures may include fur-
tfer research by the applicant in accordance with one or more
protocols, prescribed by the Secretary) ; or

(3) deny approval of the application if he finds (and sets forth

the basis of such findings as part of or accompanying such denial)
that one or more grounds for denial specified in subsection (e)
applies.

Basis for Approval or Disapproval; Oppaertunity for Beview

(e) (1) If, upon the basis of the information submitted to the Sec-
retary as part of the application and any other information before him
with respect to such device the Secretary finds, after opportunity to the
applicant for the review prescribed by gamgm h (IK, that—

(4) such device is not shown to be safe ffw use under the con-
ditions prescribed, recommended, or suggested in the proposed
labeling thereof; :

(B) the methods used in, and the facilities and controls used
for, the manufacture, processing, and packing and installation of
such device do not conform to the requirements of section 501(g) ;

(C) there is a lack of adequate scientific evidence that the de-
vice will have the effect it purports or is represented to have under
the conditions of use presoribed, recommended, or suggested in the
proposed labeling thereof; = _

(D) based on a fair evaluation of all material facts, such label-
ing is false or misleading in any particular; or )

(Z) such device is not shown to conform in oll applicable re-
spects to a currently effective performance standard promulyated
under section 513; )

Te shall issue an order denying approval of the application and stating
the findings upon which the order is based. In determining if a device
is shown to be safe for purposes of this paragraph, the Secretary shall
weigh any benéfit to the public health probably resulting from the use
of the device against any hazard to the public health probably resulting
from such use.

(2) As used in this subsection and subsection (f), the term ‘ade-
quate scientific evidence’ means evidence consisting of sufficient well-
controlled imvestigations, including clinical inwestigations where ap-
proprate, by experts qualified by scientific training and experience to
evaluate the effectiveness of the device involved, on the basis of which

~
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it could fairly and responsibly be concluded by such experts that the
‘device will have the effect it purports or is represented to have under
the conditions of use prescribed, reammm%d, or suggested in the
labeling or proposed labeling thereof, unless the Secretary determines
that other valid scientific evidence is sufficient to establish the effective-
ness of the device.

(8) For the purposes of this section, when o devige i3 intended for

" use by a physician, surgeon, or other person licensed or otherwise spe-

cially gualiﬁ.e(l therefor,its safety and effectiveness shall be determined
in the light of such intended use.

(4) (4) An applicant whose application has been denied approval
may, by petition filed on or before the thirtieth day after the date upon
which he receives notice of such denial, obtain review thereof in accord-
ance with subsection (i). The Secretary shall consider and give appro-
priate weight to the report and recommendations received from the
adm‘smy committee conducting such review under such subsection.

(B) In lieu of the review provided by subparagraph (4), such ap-
plicant may petition to obtain a hearing in accordance with section
564 of title 5 of the United States Code.

Withdrawal of Approval

(f) (1) The Secretary may, upon obtaining where appropriate, ad-
vice on scientific matters from a panel or panels established pursuant
to subsection (b), and after due notice and opportunity for hearing to
the applicant, issue an order withdrawing approval of an application
with respect to a device under this section if the Secretary finds—-

(4) (%) that clinical or other experience, tests, or other scientific
data show that such device is unsafe for use under the conditions
of use for which the application was approved; or (it) on the
basis of evidence of clinical ewperience, not included in or accom-
panyz'nz such application and not available to the Secretary until
after the application was approved, or of tests by new methods
or by methods not reasonably applicable when the application was
approved, evaluated together with the evidence awailable to the

ecretary when the application was approved, that such device is
not shown to be safe for use under the conditions of use on the
basis of which the application was approved;

(B) on the basis of new information before him with respect
to such device, evaluated together with the evidence wvaz'lablge to
him when the application was apgoved, that there is a lack of
adequate scientific evidence that the device will have the effect it
purports or is represented to have under the conditions of use
presoribed, recommended, or sugested in the labeling thereof;

(C) that the application ﬁledq pursuant to subsection (c) con-
;az‘g,s or was accompanied by an untrue statement of a material

M "

(D) that the applicant has failed to establish a system for main-
taining records, or has repeatedly or deliberately fasled to main-
tain records or to make reports, required by an applicable regula-
tion or order under subsection (a) of section 616, or that the
applicant has refused to permit access to, or copying or verifica-
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tion of such records as réguired by paragraph (2) of such sub-
section;

(E), on the basis 6 new information before him, evaluated to-
gether with the evidence before him when the application was
approved, that the methods used in, or the facilities and controls
used for, the manufacture, processing, packing, or instalbation of
such device do mot conform to the requirements of section §01(g)
and were not brought into conformity with such requiréments
within a reasonable time after receipt of written notice from the
Secretary; or

() on the basis of new information before him, evaluated
tagether with the evidence before him when the application was
approved, that the labeling of such device, based on a fair evalua-
tion of all material facts, is false or misleading in any particular
and was not corrected within a reasonable time after receipt of
written notice from the Secretary; or

(@) on the basis of new information before him, evaluated to-
gether with the evidence before him when the application was
approved, that such device is not shown to eonform in all respects
to an applicable pgrformance standard promulgated pursuant to
section 513. N A

(2) If the Segretary (or in his absence the officer acting as Sec-

'reta,r%) finds that an igumanent health or safety hazard is involved, he
may by erder suspend the approval of such application immedinatety
and gwe the applicant prompt nptice of his action and afford the ap-
plicant an opportunity for an ew;yedz'ted hearing under this subsec-
tion. Such authority to suspend the approval of an application may
not be delegated.

(52 Any order under this subsection shall state the findings upon
whieh it is based.

Awuthority To Revoke Adverse Orders

(9) W henever the Secretary finds that the facts so require, he shall
revoke an _order under subsection (e) or (f) dza;;;-a‘mg, withdrawing,
or suspending apg)ro'vgl of an application and shall approve such ap-
plication or reinstate such approvat, as may be appropriate.

Service of Secretary’s Orders

(k) Orders of the Secretary under this section shall be served (1)
in person by any officer or employee of the Department designated by
the Secretary or (2) by mailing the order by registered mawl or certi-
fied mail addressed to the applicgnt at his last known address in the
records of the Secretary.

Referral to Independent Advisory Committee

(¢) (1) A person who has filed an application under subsection (c)
may petition the Secretary, in accordance with subparagraph (4) of
subsection (e)(4), to refer such application, or the Secretary’s action
thereon. to an advisory committee of experts for a report and recom-
mendations with respect to any question therein involved which re-
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g@r@& the ewercise of scientific judgment. Upon such petition, or if the
ecretary on his own initiative deems such a referral necessary, the
Secretary shall ap/{)oz'nt an adm'so? committee and shall refer to i, to
gether with all the data before him, the question so invelved for
study thereof and @ report and recommendations thereon. The com-
mittee shall, after independent study of the data ,;umished to it by the
Seoretary a other data before it, certify to t Secretary a report
and recommendations, together with all underlying data and a state-
ment of the reasons or basis for the recommendations. A copy of the
Joregoing shall be promptly supplied by the Secretary to any person
who has filed a petition, or who has r;%uested such referral to the ad-
vesory commattee. After givipg consideration to all data then before
him, incloding such report, recommendations, underlying data, and
statement, and to any prior order issued by him in connection with
such matter, the Secretary shall by order conform or modify any
prior order or, ¢f no such prior erder has been issued, shall by order
avt gpon the apﬁzl'?atz'o'n. The azkvlicant, as well as representatives of
the Secretary, shall hawe the right to consult with such advisory com-
mittee, and such advisory committee is authorized to consult with any
person in connection with the aguesti(m referred to it.

(%) Section 513(h)(2) shall apply to the appointment, compensa-
tion, staffing, and procedure of any such advisory committee.

Judicial Review

.8j) The applicant may, by appeal taken in accordance with section
504 (h), obtain judicial review of a final order of the Secretary denying
or withdrawing approval of an application filed under subsection
(¢) of this seqtion or a finad order under subsection (m) revokin
an exemptron in effect under that subsection. Judicial review of .mc%
final order shall not be denied upon the ground that the petitioner
Aas failed to avail himself of the review or hearing provided by sub-
section () (4) or the hearing provided by subsection (m).

Eaemption for Investigationad Use

(k) (1) 1t is the purpose of this subsection to encourage, to the mazi-
mum extent consistent with the protection of the pu&lz'c health and
safety and with professional ethics, the discovery and evelopment of
useful devices and to that end to maintain aptimum freedam for in-
dipidual scientific investigators in their pursuit of that objective. All
information required unaer this section to be submitted to the Secre-
lary or to an institutional review committee shall be concise and no
more burdensome than is necessary to permit adequate review,

(2) Subject to the succeeding paragraphs of this subsection, there
shall be exempt from the requarement afp approval of an applisation
under the foregoing provisions of this section any device which is
intended solely for investigational use (in an appropriate scientific
environment) by an expert or experts qualified by scientific training
znd_ experence to investigate the safety and effectiveness of such

evice, ) 3

(8) The Secretary shall premudgate regulations after an appor-
tunity for a hearing, relating to the appliom of ﬂ?éf ememptz'ogf)npre-
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ferred to to in paragraph (2) to any dévice which is intended for use
in'the clinical testing thereof upon humans, in developing data required
to support an application under subsection 01(52 ; ; :

(4) Such regulations mc? rovide for cc tioning the exemption,
in the case of a device intended for such clinical use,upon—

(A) the submission, by the manufacturer of the device or the
sponsor of the tnvestigation, of an outline of the plan of initial
clinical testing—— g i

(?) to a local institutional review committee which has been
established to supervise clinical testing in the facility where
the initial clinical testing is to be conducted, the composition
and procedures of which comply with regulations of the Sec-
retary, for review as being adequate to justify the commence-
ment of such testing, or -

(43) if no such committee exists orif the Secretary finds that
the process of review by such committee is z’mdehquate or that
protection of health and safety so requires (w
the plan has been approved by such committee), to the Secre-
tary for review by the appropriate panel or panels established
pursuant to subsection (b) as being adequate to justify the
convmencement of such testing ;

(B) prompt notification to the Seereta vy by such manufacturer
or sponsor (under such circumstances and in such manner as the
Secritary prescribes) of approval of any plan pursuant to clause

A)(2);

: ()@))tlw submission, by the manufacturer of the device or the
sponsor of the investigation, of an adequate protocol for clinical
testing to be conductell by separdbe groups of investigators under
essentially the sume protocol, together with a report of prior in-:
wvestigations of the device (ineluding, where appropriate, tests on
animals) adequate to justify the proposed testing, either (3) to a
local institutional veview committee for review in accordance with
the provisions of clauses (A) (i) and (B), or (4%) to the Secretary
for review in accordance with the provisions of clause (4) (i) if
such testing involves facilities in which no such commitiee ewists,
or facilities served by more than one local institutional review
commiittee if such committees are unable to agree on the adequacy
of the submission;

(D) the obtairing, by the manufacturer. of the device or the
sponsor of the investigation, if the device is to be distributed to
investigators for testing, of a signed agreement from each of such
investigators that humans upon whom the device is to be used
will be under such investigator’s personal supervision or undeér
the supervision of investigators responsible to him;

(E) the establishment and maintenance of such records, and
the making of such reports to the Secretary, by the manufacturer
of the device or the sponsor of the investigation, of data (includ-
ing but not limited to analydival reporis by investigators) obtained
as a result of such investyati wse of the device, as the Secre-
tary finds will enable him to evaluate the safety and ejfectivensss
of the device in the event of the filing of an application pursuant
to subsection (c)y and

ether or not -
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(F) such other conditions relating to the protection of the
public health and safety as the Secretary may determine to be
necessary.

Nothing in this subsection shall be construed to require any clinical
investigator to submit directly to the Secretary reports on the investi-
gational use of devices. The Secretary shall within thirty days of the
receipt of a notification or submission. pursuant to this paragraph,
determine whether the proposed investigation conforms to the require-
ments of this section. An investigation shall not begin until the sponsor
receives notice from the Secretary that the proposed investigation con-
forms with the requirements of this section. The Secretary may not
delay the beginning of am inwestigation pursuant to this paragraph
unless he finds that the investigation does not conform to the require-
ments of this section and he has notified the sponsor of such findings.
The Secretary may exempt investigations from part or all the require-
ments of this subsection when he determines that to do so is in the
publie interest.

(5) Such regulations shall assure that the rights and welfare of the
subjects involved are adequately protected, that the risks to an individ-

are outweighed by t;LIe potential benefits to him or by the impors
tance of the knowledge to be gained and that informed consent is to be
attained by methods that are adequate. Such informed consent shall be
obtained in all but exceptional cases.

(A) For the purposes of this section, only the term “informed con-
sent” shall mean the consent of a person, or his legal representative,
s0 situated as to be able to ewercise free power of choice without the
intervention of any element of force, fraud, deceit, duress, or other
form of constraint or coercion. Such consent shall be evidenced by an
agreement signed by such zzrson, or his legal representative. The in-
formation to be given to the subject in such written agreement shall
include the following basic elements :

, (1) a fair explanation of the procedures to be followed, includ-
#ng an identification of any which are experimental ;

(Qg a description of any attendant discomforts and risks rea-
sonably to be expected; ) '

(3) a fair explanation of the likely results should the ewper:-
mental procedure fail

’2/, a description of any benefits reasonably to be expected,

(&) a disclosure of any appropriate alternative procedures that
might be advantageous for the subject;

d6 ) an offer to answer any inquiries concerning the procedures;
an

(7) an instruction that the subject is free to either decline
entrance into a project or to withdraw his consent and to dis-
continue participation in the project or activity at any time with-
out prejudicing his future care.

In addition, the agreement entered into by such person or his legal
representative, shall include no exculpatory language through which
the subject is made to waive, or to appear to waive, any of his legal
rights, or to release the institution or its agents from liability for
negligence. Any organization which initiates, directs, or engages in
programs of research, development, or demonstration which require
informed consent shall keep a permanent record of such consent and



62

the information provided t)w subject and develop appropriate docu-
nwnta;ion and reporting procedines as an essential aﬁzggatmtive

Function. : :
(B) The term “exceptional cases” as used in paragraph (6) shall

be strictly construed ; shall permit the waiver only of those elements of
consent listed in subparagraph (A) as may be justified by the cir-
cumstances of each case; and 8 require the written concurrence in
the acting physician’s decision by at least two other licensed physicians
not involved in the research project, unless in a life threatening
situation, it 3 not feasible to obtain such concurrence.

(6) Whenever the Secretary determines that a device i being or has
been shipped or delivered for shipment in interstate commerce for
investigational testing upon humans, and. that such device is subject
to the preceding subsections of this section and fails to meet the con-
ditions for ewemption therefrom for investigational use, he shall notify
the sponsor of his determination and the reasons therefor, and ¢t
ewemption will not thereafter apply with respect to such investiga-
tional use wntil such failure is corrected. :

(?) In determining whether this subsection is applicable to any
device and, if 80, whether there has been compliance with the condi-
tions of exemption, or u application for reconsideration of any
such determination, the Secretary shall, if so requested by the sponsor
of the investigation, or may on his own initiative, obtain the adwvice
of an appropriate expert or experts who are not otherwise, except as
consultants, engaged in the carrying out of this Act. '

Custom Devices

(?) T'his section shall not apply to any custom device to the ewtent
that it is ordered by a physician (or other specially qualified persons
authorized by regulations promulgated by the Secretary after an op-
portunity “{or a hearing) to be made in a special way for individual
patients. Any such device shall comply with all aspects of any appli-
cable performance. standard_ except those specifically ordered by a
physician or such other authorized person to be changed. This sub-
section shall apkply only to devices ordered for individual patients,
and shall not otherwise exempt a device from subsection (k). Custom
devices shall not be used as a course of conduct and shall not be gen-
erally available in finished form for purchase or for dispensing upon
preseription, and, whether in ﬁm’sheﬁom or otherwise, shall not be
made available through commercial channels by the maker or processor

thereof.
Product Development Protocol

(m) (1), Any device (or type or class of device), manufactured or
distributed by a purtioular person, which has been made subject to
this section by & regulation promulgated by the Secretary, may be
exempted by the Secretary from the requirement of approval of an
application under the foregoing provisions of this section if—

. (4)_the nature of the device (or type or class of device) is
such that it is likely that it will be. subject tzjreguent modift-
cation or rapid _obsolescence or will not be produced in substan-

tial wolume; and
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(B) it is intended solely for use by or under the direct;
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that the requirements Zj the protocol have been fulfilled and that, to
the best of his knowledge, there is no reason bearing on safety, effec-
tiveness, or other public health considerations why the device should
not be marketed. Such notice shall contain all the data and informa-
tion from which the petitioner made this determination. The Secre-
tary shall approve or disapprove the notice of completion within
ninety days after receipt of such notice. .

(5) The Secretary may, after providing the petitioner an opporiu-
nity for an informal hearing, at any time prior to approving & notice
of completion, issue a ﬁngg order to revoke a product development
protocol or disapprove a notice of completion if he finds that-—

(A) the petitioner has failed substantially to comply with the
requirements of the protocol; or . :
(B) the results of the clinical trials conducted differ so sub-
stantially from the results required in the protocol t further
trials cannot be justified; or
(C) such device is not shown to be safe for use under the con-
ditions prescribed, recommended, or suggested in the labeling
thereof; or
(D) there is a lack of adequate scientific evidence that the de-
vice will have the effect it purports or s represented to have under
the conditions of use prescribed, recommended, or suggested in
the labeling thereof.
A final order issued under this paragraph shall be in writing and shall
contain the reasons to support the conclusions thereof.

(6) The Secretary (or in his absence the officer acting as Secretary)
may at any time, by an order in writing stating the findings on which
it is based, immediately revoke an exemption from the requivement of
approval of an application under the foregoing provisions of this sec-
tion, if he finds that there is an imminent hazard to the public health
or safety caused by the ewistence of the ewemption. In toking such
action the Secretary shall give prompt notice to the person following
the protocol or having filed the notice of completion, and afford such
person an opportunity for an expedited hearing under this peragraph.

(7) At any time after a notice of completion has been approved, the
Secretary may issue an ovder revoking an exemption o f the device (or
type or class of device) from the requirement of approval of an appli-
cation under the foregoing provisions of this section if he finds that
any of the grounds listed wn subparographs (A) through (F') of para-
graph (1) of subsection. (f) of this section apply. The provisions of
paragraphs (1) and (3) of subsection (f) and subsections (g) through

(§) of this section shall apply.

(8) Whenever the Secretary finds that the facts so justify, he may
reconsider an order under this subsection revoking the exemption
granted by this subsection and reinstate the exemption.

Pransitional Provisions

(n) (1) If. on the day immediately prior to the date upon which a
device is declared to be subject to scientific review under this section,
the device was n use in the diagnosis, cure, mitigation, treatment, or
prevention of disease in man, or for the purpose of affectng the struc-

-
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ture or any function of the body of man, section 501 ( f) shall become
effective with respect to such preexisting use or uses of such device on
the closing date (as defined in paragraph (2) of this subsection) or,
if sooner, with respect to any person wieo has filed an application, on
the effective date of an order of the Secretary approving or denying
approval of such application with respect to suogt, use of the device
under this section. ; '

(2) For the purposes of this subsection, the term “closing date”
means, with respect to a device, the first day of the thirty-first calendar
month which begins after the month in which the device is declared
to be subject to scientific review under this section, except that, if in
the opinion of the Secretary it would not involve any undue risk to
the public health, he may on application or on his own initiative post-
pone such closing date with respect to any partioular use or uses of a
device until such later date (but not beyond the close of the sixtieth
monih after the month of such declaration) as he determines is nec-
essary to permit completion, in good faith and as soon as practicable,
of the scientific investigations necessary to establish the safety and
effectiveness of such use or uses. The Secretary may terminate any
such postponement ot any time if he finds that such postponement
should not have been granted or that, by reason of a change in ciroum-
stances, the basis for such postponement no longer ewists or that there
has been a failure to comply with & requirement of the Secretary for
submission of progress reports or with other conditions attached by
him to such postponement. B

NOTIFICATION OF DEFECTS IN, AND REPAIR OR REPLACEMENT OF,
DEVICER

Ske. 515. (a) (1) Every person who acquires information which rea-
sonably supports the conclusion that a device intended for human use,
which has been produced, assembled, distributed, or imported by him
(4) contains a defect which could create a substantial risk to the
public health or safety, or (B) on or after the effective date of an
applicable performance standard promulgated pursuant to section 513
fails to comply with such standard, 3kalzginwnedz'ai‘ely notify the Sec-
retary of such defect or failure to comply if such device has left the
control of the manufacturer. No information or statements exclusively
derived from the notification required by this subsection (ewcept for
information contained in records required to be maintained under any

rovision of this Act) shall be used as evidence in any proceeding

rought against a natural person pursuant to section 303 of this Act
with respect to a violation of law occurring prior to or concurrently
with the notification.

(2) The notifications required by paragraph (1) of this subscotion
shall contain a clear description. of such defect or failure to comply,
and evaluation of the hazard related thereto, and a statement of the
measures to be taken to correct such defect or failure or to effect pro-
tection against the hazard created by the defect or failure.

. (3) For purposes of this section, tf?{e term “defect” means a deficiency
in design, materials, or workmanship, and does wot include any defi-
ciency resulting from use of improper accessories or from improper
installation, maintenance, repair, or use of the device or any deficiency
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resulting from normal use of the device after the lifetime represented
by the manufacturer has expired.

(b) (2) Ifthe Secretary determines that a device intended for human
use distributed in commerce presents a substantial hazard to the public
health or safety and that notification is required in order adequately
to protect the public from such hazard, he shall immediately make
certain that adequate notification is provided in an appropriate form,
by the persons and means best suited under the circumstances involved
to all persons (including manufacturers, distributors, retailers, health
professionals, and users) who should properly receive such notification
wn order to reduce or eliminate the effects of such hazard.

(2) Where the Secretary determines that users shall not be notified
under paragraph (1), ke shall provide those health professionals who
receive notvzzcatém an ogzportum'ty to comment on the advisability of
notifying the general public of the hazard. Within 30 days after such
notification the Secretary shall notify the general public of the hazard,
if after reviewing such comments, he determines that such notification
will not endanger the public health.

() If the Secretary determines (after affording interested parties,
including consumers and consumer organizations, an opportunity for
a hearing in accordance with subsection (e)) that a device intended for
human use distributed in commerce presents a substantial hazard to
the public health or safety and that action under this subsection is in
the public interest, it may order the manufacturer or any distributor
or retailer of such device to take whickever of the following actions the
person to whom the order is directed elects to the ewtent that the con-
sent of the purchaser and, where appropriate, his physician, is
obtained :

(1) bring such device into conformity with the requirements o£
gw applicable performance standard or repair the defect in suc

evice;

(2) replace such device with a like or equivalent device which
complies with the applicable performance stendard or which does
not contain the defect; or

(2) refund the purchase price of such device (less a reason-
able allowance for use, if such device has been in the possession
of a user for one year or more (A) at the time of public notice
under subsection (c), or (B) at the time the user receives actual
notice of the defect or noncompliance, whickever first ocours.

An order under this subsection may also require the person to whom
it applies to submit a plan, satisfactory to the Secretary for taking
action under whichever of the preceding paragraphs of this subsection
such person has elected to act. The Secretary shall specify in the order
the persons to whom refunds must be made if the person to whom the
order i3 directed elects to take the action described in paragraph
(3). If an order under this subsection is directed to more than one
person, the Secretary shall specify which person has the election
under this subsection. ‘

(d) (1) No charge shall be made to any person (other thon a manu-
facturer, distributor, or retailer) who avails himself of any remedy
provided under an order issued under subsection (c), and the person
subject to the order shall reimburse each person (other than a manu-

-
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facturer, distributor, or retailer) who i eni
1 enfitled to such
for oy reasonable and foreseeable expenses incumgl gz;cwghr;?;fg

n avaling himself of such remedy.
(52) An order issued under augsection (5) or (o) with respect to

gngurer, (Zwtm.butow, or retailer of such device for such other per-

?’gmf ex tfnsea.m connection with carrying out the order, if the Sec-
(3=)y Ae ermines such. resmbursement to be in the public interest.

n order under subsection, (€) may be issued only after an

any person who wishes to participate in such hearing is o part
;Z;;fs of %@rtgczpants who share an identity of z‘ntegest, the Seij;‘e(?
1 { ofa“;% zma;; such person’s participation in such hearing to partici-
%9 (Me &z rough a single representative designated by such class (or
3;(8) ngrem'ry if such class fails to designate such a representative).
1) remedies provided for in this section shall be in addition
0 ana not in substitution for any other remedies provided by law.

RECORDS AND REPORTR ON DEVICESR

o ;?'5(37; g)i:ftm( b(lzZtg i/?} Ei'e:r%g)emmz engaged in monufacturing, process-
o9 éda?d rebut gg o(; selling a device flm.t 28 subject to @ performance
st effe(;g’an e ga f ,]wzder section 5{_3, or with respect to which there
o effect (}) ?ibl:?{ al wunder section 514 of an application filed under
popaction ) , V:eof, sk(fll establish and maintain such records, and
wrice such reports to the Secretary. of data relating to clinical experi-
ence and other data or information, recesved or otherwise obtaéﬁeigl b
such person with.respect to such device, and bearing on the safety 037/
effcctirencss pg such device. or on whether such device may be a'c{'.u?-
terated or misbranded, as the Secretary may by general regulati, 07“
by special iegulation or order applicable to such device 'T*eqm':‘z% In
prescribing such regulations or issuing such orders the Se;;retary shall
izfgre (f-u,g_ reqard for the professional ethics of the medical profession
ard the nterests of patients and siull provide, wherever he deems it
approprete. for the examination, upon request, by the persons to whom
such regulations or orders are applicable, of similar information re-
cetved or otherwise obtained by the Secretary. ’ ,

(2) Keery person required under this subsection to maintain records
and every person in charge or custody thereof, shall, upon request o}
ij g;f:cgz or en*;pjg!yge desiggz;zted by the Secretary, permit suc officer

ployee a | reasona ime s
q-erifg/{s-u 3{’» oyl sonable times to have access to and copy and

(b) Subsection (a) shall not apply to—

(1) practitioners licensed by law to prescribe or administer
drugs and devices and who manufacture or process devices solels
7 0;(° g;@ inthe emz.;:-e of their professional practice ; Y
. (&) persons who manufacture or proce: ices solel P
i research or teaching am{l not for sa%e ,'Ogni? demcefs eotely for as

(#) such other classes of persons as the Secretary may by or
pursuant to regulation exempt from the application of this :gub-
section upon a finding that such application is not necessary to
accomplish the purposes of this subsection. ’
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(¢) Fwvery person engaged in manufacturing a device subject to this
Act shall provide to the Secretary upon his request such technical data
and other data or information with respect to such device as may be
reasonably required to carry out this Act.

Cuarter VII—GENERAL ADMINISTRATIVE PROVISIONS
*® * * % * * *
FACTORY INSPECTION

Sec. 704. (a) For purpceses of enforcement of this Act, officers or
employees duly designated by the Secretary, upon presenting appro-
priate credentials and a written notice to the owner, operator, or agent
in charge, are authorized (1) to enter, at reasonable times, any factory,
warehouse, or establishment in which feod, drugs, devices, or cosmetics
are manufactured, processed, packed, or held, for introduction into
interstate commerce or after such introduction, or to enter any vehicle,
being used to transport or hold such food, drugs, devices, or cosmetics
in interstate commerce; and (2) to inspeet, at reasonable times and
within reasonable limits and in a reasonable manner, such factory,
warehouse, establishment, or vehicle and all pertinent equipment,
finished and unfinished materials, containers, and labeling therein. In
the case of any factory, warehouse, establishment, or consulting lab-
oratory in which prescription drugs or prescription devices are man-
ufactured, processed, packed, or held, inspection shall extend to all
things therein (including records, files, papers, processes, controls,
and facilities) bearing on whether prescription drugs or prescription
devices which are adulterated or misbranded within the meaning of
this Act, or which may not be manufactured, introduced into inter-
state commerece, or sold, or offered for sale by reason of any provision
of this Act, have been or are being manufactured, processed, packed,
transported, er held 11: any such place, or otherwise bearing on viola-
tion of this Act. No inspection anthorized [for prescription drugs]
by the preceding séntence shall extend to (A) financial data, (B) sales
data other than shipment data. (C) pricing data, (D) personnel data
(other than data as to qualifications of technical and professicnal
personnel performing functions subject to this Act), and (E) research
data (other than data, relating to new drugs, anéibiotic drugs, and de-
rices, [and antibiotic drugs.] subject to veporting and inspection
under regulaticns lawfully issued pursnant to section 505 (i) or (j),
section 507 (d) or (g). section 514 (k). or section 516 [or section 07
{d) or (g)] of this Act, and data, relating to other drugs or devices,
which in the case of a new drug or of a device subject to section 51}
would be subject to reporting or inspection under lawful regulations

issued pursnant to section 505(3) or section 516 of this Act). A separate’

notice shall be given for each such inspection, but a notice shall not

be required for each entry made during the period covered by the

inspection, Each such inspection shall be commenced and completed

with reasonable promptness. The provisions of the second sentence of
this subsection shall not apply to—

(1) pharmacies which maintain establishments in conformance

with any applicable local laws regulating the practice of phar-
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macy and medicine and which are regularly engaged in dispensing
prescm(g)tmn drugs or devices, upon prescriptions of practitioners
licensed to administer such drugs or devices to patients under the
care of such practitioners in the course of their professional prac-
tice, and which do not, either through a subsidiary or otherwise,
manufacture, prepare, propagate, compound, or process drugs or
devices for sale other than in the regular course of their business
of dispensing or selling drugs or devices at retail ;

(2) practitioners licensed by law to preseribe or administer
drugs or prescribe or use devices, as the case may be, and who
manufacture, prepare, propagate, compound, or process drugs or
manufacture or process devices solely for use in the course of their
pr<()§e)ass10nal practice;

persons who manufacture, prepare, propagate, compound
or process drugs or manuﬁacture or paocesspdegicges sc’)lely ?or use
In research, teaching, or chemical analysis and not for sale;

(4) such other classes of persons as the Secretary may by reg-
ulation exempt from the application of this section upon a finding
tl};:%} nils_peetlop as applied to such classes of persons in accordance

(bﬁédlt }ii 1s section 1s not necessary for the protection of the public
) Upon completion of any such inspection of a factory, warehouse.
consulting laboratory, or other estab]is:gment, and prior tj(,)’legv%}llgl::ieé
t%3};'911(113,@8, the officer or employee making the inspection shall give to
2 13 }(;wner, operator, or agent in charge a report in writing settine
orth any conditions or practices observed by him which, in his jude-
i{ieﬁlt, Indicate that any food, drug, device, or cosmetic in such estah-
ishment (1) consists in whole or in part of any filthy, putrid, or de-
composed substance, or (2) has been prepared, packed, or held under
}giﬁnltmjy conditions whereby it may have become contaminated with
1th, or whereby it may have been rendered injurious to health. A copy
0 (s:)c}i fretgort ﬁglhzatll be sen? promptly to the Secretary.
e oliicer or employee making any such inspecti ac-
ft;gry, warehouse, or other establishment hgs obtzxine}lj ;;?I;;)lfxglgqiil
he course of the Inspection, upon completion of the inspection and
prior to leaving the premises he shall give to the owner operator, or
agent in charge a receipt describing the samples obtained. ,
ot }Eéir) VtV}ﬁpeV@r in the course of any such inspection of a factory or
o ﬂ?is ablishment where food is manufactured, processed, or packed
& officer or employee making the inspection obtains a sample of
fut}y such food, and an analysis is made of such sample for the purpose
gltﬁsrcertau}mg whether such food consists in whole or in part of any
f coi‘/);;rpoli’tlt:il% ;)é-sglet%omfposeg sub?tal_lce, or is otherwise unfit for food,
ol such ana : i
the owner, operator, or agent in cha};sg:shal] be furnished promptly to

i

PUBLICITY
Sec. 705. (a) * * #*
*

* * * * . .

(¢) To assist in carryin £D 2
X ing out the provisions of this Act, the Secret.
may cause Lo be disseminated information regarding 85&71@(1?’{18, éeségzg



70

; ished, or approved
ilits testing methods promulgated, established,
{taqbz?llefzflf%sa%t Z;j 0%he’r in fomré.atg(_m :'etlatt;'r;g If:oi}gi%?g‘; ;%izzt‘;g;
sect to this Act. Subject to ti v 3
%)h?hzr@%%% may also cause to be published reports summarizing
J/Y

clinical data relevant to marketed products approved under th)z.i Act.
*
* * * * *

ADVISORY COUNCIL ON DEVICES, AND OTHER ADVISORY COMMITTEES
Skc. 708. (a) For the purpose of %veiszng tiz,goi:oor;tt%rg XZ@hrZ§;%f;
to matters of policy in carrying o pro;v O G ownod]
to devices, there 8 established n the Dep'at,z m:fr;e aafrd dvisory Councy
on Devices appointed by the Secretary withou zgfnted o the civil serv-
ice and, classification laws. The ;:erson; 30 appo o L
i other persons with special knowledge of the pro
fﬁiiﬂﬁ z'er» the regulation of various kinds of devices under tl;z‘s. Atcl;te’
members of the professions using such devices, scientists exper mt e
investigational use of devices, engunesrs expert in the developmen A
devices, and members of the general public representing consumers
devices. . ] . ot ro-
Secretary may also from time to teme appoint, wi
gar?l)tf {tlehe ciwil sgmiceyor classification laws, in_addition to }waAadt-
wvisory councils and committees otherwise authorized under tbz at,
such ‘other advisory commiittees or councils a3 he deems deszy-at lo
(¢) Members o?/an advisory council or committee a%)om ell ?'W-
suant to subsection (a) or (b) who are not in the reg ar full-time
employ of the United States shall, while attending meflmgs 'torbcon'-
ferences of the council or committee or otherwise engaged on zbs tusz;
ness, be compensated at per diem rates fived by the agigrit(tiwle ut ?ze
in ewcess of the rate for grade GS-18 of the General Scheauie a h
time of such service, inclzlding ltmvelt;mzeds g,nfr:igswtlizj; 3;; ;;rgzngl Z% e%
ir homes or regular ptaces of 0 ;

{:ZZZztgigems (includigng per diem in liew of subsistence) as aqthg};
ized by title 5, United States Code, section 5703, for persons wn
Government service employed intermittently.

RESEARCH AND STUDIES RELATING TO DEVICES

The Secretary is authorized, d_z'rectly or through con-
trtiEtg.szgtgh: ;Z)bh’c or pﬁvateyzgencies, instibutions, an;fd orgamza;wns
and with individuals, to plan, conduct, coordinate, and prto're;;zss

(1) research and investigation into the safety ang effectiv ness
of devices, and into the causes and prevention of injuries or o

health impairments associated with exposure to or use of devices; -

1,2 studics reluting In, 1 oo dovic s and
prczge;dz;gzqé-a?% and training %tz,‘g Zegg‘)edc:vt;; eihe proper installa-
(bt)w?h%%%"@ii ot%r%:;;);? of subsection (@), the Secretary,
" addz'tilo)n Z‘}’zg{zf 1;3 %Zf;%m%zgm_c—tioabk ewtent, cooperate with
and snvite the participation of other Federal or State departments

-

.

i
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and agencies having related interests, and interested professional
or industrial orqanizations;

(2) shall collect and make available, through publications and
by other appropriate means, the results of, and other information
concerning, research and other activities undertaken pursuant to
subsection (a); and

(3) may procure (by negotiation or otherwise) devices for re-
search and testing purposes, and sell or otherwise dispose of such
products. :

CHAPTER \VIII—IMPORTS AND Exrorts

Skc. 801. (a) The Secretary of the Treasury shall deliver to the
Secretary of Health, Education, and Welfare, upon his request, sam-
ples of food, drugs, devices, and cosmetics which are being imported
or offered for import into the United States, giving notice thereof to
the owner or consignee, who may appear before the Secretary of
Health, Education, and Welfare and have the right to introduce testi-
mony. The Secretary of Health, Education, and Welfare shall furnish
to the Secretary of the Treasury a list of establishments registered
pursuant to subsection (i) of section 510 and shall request that if any
drugs or devices manufactured, prepared, propagated, compounded, or
processed in an establishment not so registered are imported or offered
for import into the United States, samples of such drugs or devices
be delivered to the Secretary of Health, Education, and Welfare with
notice of such delivery to the owner or consignee, who may appear
before the Secretary of Health, Education, and Welfare and have the
right to introduce testimony. If it appears from the examination of
such samples or otherwise that (1) such article has been manufactured,
processed, or packed under insanitary conditions, or (2) such article
is forbidden or restricted in sale in the country in which it was pro-
duced or from which it was exported, or (3) such article is adulterated,
misbranded, or in violation of section 505, then such article shall be
refused admission, except as provided in subsection (b) of this section.
The Secretary of the Treasury shall cause the destruction of any such
article refused admission unless such article is exported, under regula-
tions prescribed by the Secretary of the Treasury, within ninety days

_of the date of notice of such refusal or within such additional time as

may be permitted pursuant to such regulations. Clause {2) of the third
sentence of this paragraph shall not be construed to prohibit the ad-
mission of narcotic drugs the importation of which is permitted under
the Controlled Substances Import and Export Act.

(b) Pending decision as to the admission of an article being im-
ported or offered for import, the Secretary of the Treasury may au-
thorize delivery of such article to the owner or consignee upon the
execution by him of a good and sufficient bond providing for the pay-
ment of such liquidated damages in the event of default as may be
required pursuant to regulations of the Secretary of the Treasury. If
1t appears to the Secretary of Health, Education, and Welfare that an
article included within the provisions of clause (3) of subsection (a)
of this section can, by relabeling or other action, be brought into com-
pliance with the Act or rendered other than a food, drug, device, or
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cosmetic, final determination as to admission of such article may be
deferred and, upon filing of timely writtén application by the owner
or consignee and the execution by him of a bond as provided in the
preceding provisions of this subsection, the Secretary may, in accord-
ance with regulations, authorize the applicant to perform such re-
labeling or other action specified in such authorization (including de-
struction or export of rejected articles or portions thereof, as may be
specified in the Secretary’s authorization). All such relabeling or other
action pursuant to such authorization shall in aceordance with regula-
tions be under the supervision of an officer or employee of the Depart-
ment of Health, Education, and Welfare designated by the Secretary,
or an officer or employee of the Department of the Treasury desig-
nated by the Secretary of the Treasury.

(¢) All expenses {including travel, per diem or subsistence, and sal-
aries of officers or employees of the United States) in connection with
the destruction provided for in subsection (a) of this section and the
supervision of the velabeling or other action authorized under the pro-
visions of subsection (b) of this section, the amount of such expenses
to be determined in accordance with regulations, and all expenses in
connection with the storage, cartage, or labor with respect to any arti-
cle refused admission nnder subsection {a) of this section, shall be
paid by the owner or consignes and, in default of such payment, shall
constitute a lien against any future importations made by such owner
or consignee.

(d) A food, drug, device, or cosmetic intended for export shall not
be deemed to be aﬁulterated or misbranded under this Act if it (1)
accords to the specifications of the foreign purchaser, (2) is not in
conflict with the laws of the country to which 1t ig intended for export,
and (8) is labeled on the outside of the shipping package to show that
it is intended for export. But if such article is sold or offered for sale
in domestic commerce, this subsection shall not exempt it from any
of the provisions of this Act. Nothing in this subsection shall author-
ize the exportation of any new animal drug, or an animal feed bearing
or containing a new animal drug, which is unsafe within the meaning
of section 512 of this Act.}, or to authorize the ewportetion of any
device which does not comply with section 513 or 514 of this Act. The
Secretary may permit exportation of any article if he determines that
such exportation is in the interest of public health and safety, and has
the approval, of the country to which it is intended for export.

CrartEr I X-—MISCELLANEOUS
* * * *® E k] ’ *
EFFPECT ON STATE REQUIREMENTS

Skc. 903. (a) Whenever a performance standard pursuant to section
513 or scientific review pursuant to section 51} under this Act is in
effect, no State or political subdivision of a State shall have any
authority either to establish or to continue in effect any provision of
a standard or regulation which prescribes any requirements as to the
performance, composition, contents, design, finish, construction, pack-
aging, or labeling of such product which are designed to deal with the
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same device unless such requirements are identical to the requirem.
of the Federal reguiremenge. ! e
(b) Nothing in this section shall be construed to prevent the Federal
Government or the government of any State or political subdivision
thereof from establishing a safety requirement applicable to a device
}j:g: ne?is nif;m;,hwe ;}; a?ch ?’egu:‘lremnt imposes a higher standard of per-
an that require ; ; 1
Faderal vommomas I q to comply with the otherwise applicable
(¢) Upon application of a State or political subdivision thereof, the
Secretary may by rule, after notice and opportunity for oral presenta-
tion of views, ewempt from the provisions of subsection (a) (under
such conditions as he may impose) a proposed safety requirement de-
scribed in such application, where the proposed regquirement—
8ta§¢,{2a ;{}npo@ea & higher level of performance than the Federql

]
2) i required by compelling local conditions, and
23 ) does not unduly burden interstate commerce.

O



94t CongrEss | HOUSE OF REPRESENTATIVES Report
2d Sesston No. 94-1090

MEDICAL DEVICE AMENDMENTS OF 1976

May 6, 1976.—Ordered to be printed

Mr. StaceErs, from the committee of conference,
submitted the following

CONFERENCE REPORT

[To accompany S. 510]

The committee of conference on the disagreeing votes of the two
Houses on the amendments of the House to the bill (8. 510) to protect
the public health by amending the Federal Food, Drug, and Cosmetic
Act to assure the safety and effectiveness of medical devices, having
met, after full and free conference, have agreed to recommend and do
recommend to their respective Houses as follows:

That the Senate recede from its disagreement to the amendment of
the House to the text of the bill and agree to the same with an amend-
ment as follows:

In lieu of the matter proposed to be inserted by the House amend-
ment to the text of the bill insert the following:

SHORT TITLE AND TABLE OF CONTENTS

Secrion 1. (@) This Act may be cited as the “Medical Device Amend-
ments of 1976”.

(b) Whenever in this Act (other than in section 3(a)(1)(B)) an
amendment i3 expressed in terms of an amendment to a section or
other provision, the reference shall be considered to be made to a
ffctzon or other provision of the Federal Food, Drug, and Cosmetic

ct

TABLE OF CONTENTS

Sec. 1. Short title and tabdle of contents.
Sec. 2. Regulation of medical devices.
“Sec. 513. Classification of devices intended for human use.
“(a) Device classes.
“(b) Classification; classification panels.
“(¢) Olassification panel organization and operation.
“(d) Classification.
“(e) Classification changes.
“(f) Imitial classification of certain devices.
“(g) Information.
“(h) Definitions.



2

“Sec. 514. Performance standards.
:: f:)) ;’rgm’:ions of standards.
nitiation of a proceedi r ‘ormance standard,
“(c) Invitation for st‘z»dards.ng o P
:: (d) Acceptance of certain existing standards.
% g ;a)) gz:zzlztance tt)f t}m;r to develop standard.
“ ) celopment of standard by Secret lication
of subsection (c¢) notice. g figeer 0
“(g) Hstablishment of a standard.
“Sec. 515. Premarket approval.
“(a) General requirement.
“(b) Regulation to require premarket approval.
“(c) Application for premarket approval.
“(d) Action on an application for premarket approval.
“(e) Withdrawal of approval of application.
“(f) Product development protocol.
“(g) Review.
“(h) Service of orders. ¥
“Sec. 516. Banned devices.
“(a) General rule.
“(b) Special effective date.
“Sec. 517. Judicial review.
“(a) Application of section.
“(b) Additional data, views, end arguments.
“(c) Standard for review.
“(d) Finality of judgments.
“(e) Other remedies.
“(f) Statement of reasons.
“Sec. 518. Notifications and other remedies.
“(a) Notification.
“(d) Repair, replacement, or refund.
“(¢) Reimbursement.
“(d) Effect on other liability.
“Beo. 519. Records and reports on devices.
“(a) General rule.
5 “(b) Persons exempt.
Sec. 520. Qeneral provisions respecting control of devices intended for
human use.
“(a) General rule.
“(b) Custom devices.
“(c) Trade secrets.
“(@) Notices and findings.
“(e) Restricted devices.
:‘ (f) Good manufacturing practice requirements.
‘(g) Ewemption for devices for investigational use.
:: ( _h) Release of safety and effectiveness information.
( i ) Proceedings of advisory panels and committees.
“(j) Traceability requirements.
“(k) Research and development.
“(1) Tranmsitional provisions for devices considered as new
i drugs or antibiotic drugs.
Sec. 521. State and local requirements respecting devices.
“(a) General rule.
“(b) Exzempt requirements.”
Sec. 3. Conforming amendments. %
(@) Amendments to section 201.
(b) Amendments to section 301.
(¢) Amendments to section 304.
(d) Amendments to section 501.
(e) Amendments to section 502.
_( ) Amendments to section 801.
Sec. 4. Registration of device manufacturers.
Sec. 5. Device established and official names.
Sec. 6. Inspections relating to devices.

Sec. 7. Administrative resiraini.

Sec. 8. Confidential information; presumption.

Sea. 9. Color additives.

Sec. 10. Assistance for small manufacturers of devices.

REGULATION OF MEDICAL DEVICES

Skc: 2. Chapter V is amended by adding after section 512 the follow-
ing new sections:

“CLASSIFICATION OF DEVICES INTENDED FOR HUMAN USE
“Device Classes

“Sec. 613. (a) (1) There are established the following classes of
devices intended for human use:
“(A) COrass I, Generar CoNTROLS.—

“(2) A device for which the controls authorized by or wnder
section 501, 502, 610, 616, 618, 619, or 520 or any combination
of such sections are sufficient to provide reasonable assurance
of the safety and effectivenecss of the device.

“(e€) A device for which insufficient information exists to
determine that the controls referred to in clause (i) are suffi-
cient to provide reasonable assurance of the safety and e?‘eo-
tiveness of the device or to establish a performance s ard
to provide such assurance, but because it— ;

“(I) is not purported or represented to be for a use
in supporting or sustainirg human life or for a use which
i8 of substantial importance in preventing impairment
of human health, and

“51] ) does not present a potential unreasonable risk
o{ tliness or irjury,

8 to be regulated by the conirols referred to in clause (z).

“(B) Orass II, PrrroruMance STANDARDS.—A device which
cannot be classified as a class I device because the controls au-
thorized by or under sections 501, 602, 610, 516, 518, 519, and 520
by themselves are insufficient to provide reasonable assurance of
the safety and effectiveness of the dewice, for which there i3
sufficient information to establish a performance standard to pro-
vide such assurance, and for whic/:) it i8 therefore mnecessary to
establish for the device a performance standard under section 51}
to provide reasonable assurance of its safety and effectiveness.

“(0) Crass Tll, Premarker AppProvar.—A device which be-
cause—

“(¢) it (I) cannot be classified as a class I device because
insufficient information exists to determine that the controls
authorized by or under sections 501, 502, 510, 516, 518, 519,
and 520 are sufficient to provide reasonable assurance of the
safety and effectiveness of the device and (II) cannot be
classified as a class 11 device because insufficient information
exists for the establishment of a performance standard to
p;;oivz’de reasonable assurance of its safety and effectiveness,
@
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“(#) (1)is purported or re g
2 po: presented to be for a use in sy,
gtogst;/gzt % sustaining human life or for a wse which is g,;
hezlth, g umportance in preventing impairment of human
: mg u(r;l, ) presents a potential unreasonable rish of illness or
@8 to be subject, in accordance with section 515. to
. o to premarket
approval to :
g ki;gctiveness. provide reasonable assurance of is safety and
there is not sufficient information to establish a perfo
ard for a device to provide reasonable assurance 02} z’t{r 8afe;§8a%7g:~
fectiveness, the Secretary may conduct such activities as may be neces-
- sary 2o develop or obtain such information. ;
(2) For purposes of this section and sections 514 and 515, the
safety ‘c‘z?ﬁl)eﬁeggvemss of a d}f:z’oe are to be determined— ;
with respect to t ersons for whos ¢ ce %
re;zf('egﬂsnted or intended, § : e ki
with respect to the conditions of use prescribed, recom-
me‘?ded, or suggested in the labeling of the de%ce, and
(@) ,weighing any probable benefit to health from the use o
the device against any probable risk o f injury or iliness from suc}:

use.

“(3) (4) Ewxcept as authorized by subparagraph (B), the effective-
ness of a device 1, for purposes of this section ?()md( 3e)c,tz'on.s' gM and
615, to be determined, in accordance with regulations promulgated by
the L'S'ecre.tmfy, on the basis of well-controlled investigations, including
clm:w_al wmvestigations where_appropriate, by experts qualified by
training and ewperience to evaluate the effectiveness of the device, from
which wnvestigations it can fairly and responsibly be concluded by
qualified experts that the device will have the effect it purports or is
represented to have under the conditions of use prescribed, recom-~
mzmied, or suggested in the labeling of the device.

“(B) If the Secretary determines that there exists valid scientific
evidence (other than evidence derived from investigations described
n mbparfzgnzgh (4))—

" n; (2) which is sujficient to determine the effectiveness of a device,
“(4) from which it can fairly and responsibly be concluded b
qualified experts that the dem'cg will hth the e;‘,"?'/ect it purports o?'/'/'
i represented to have under the conditions of use prescribed, rec-
ommended, or suggested in the labeling of the device,
then, for purposes of this section and sections 51} and 515, the Secre-
tary may authorize the effectiveness of the device to be determined on
the basis of such evidence.

“Olassification; Classification Panels

“(8) (1) For purposes of—

“(4) determining which devices intended for human use should
be subject to the requirements of gemeral controls, performance
standards, or premarket approval, and

“(B) providing notice to the manufacturers and importers of
such devices to enable them to prepare for the application of such
requirements to devices manufactured or imported by them,
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the Secretary shall classify all such devices (other than devices classi-
fied by subsection (f)) into the classes established by subsection (a).
For the purpose of securing recommendations with respect to the
classification of devices, the Secretary shall establish panels of experts
or use panels of experts established before the date of the enactment
of this section, or both. Section 1}, of the Federal Advisory Committee
Act shall not apply to the duration of a panel established under this

paragraph.

“(2) The Secretary shall appoint to each panel established under
paragraph (1) persons who are qualified by training and ewperience
to evaluate the safety and effectiveness of the devices to be referred to
the panel and who, to the extent feasible, possess skill in the use of, or
experience in the development, manufacture, or utilization of, such
devices. The Secretary shall make appointments to each panel so that
each panel shall consist of members with adequately diversified exper-
tise in such fields as clinical and administrative medicine, engineering,
biological and physical sciences,and other related gwofessiom. In addi-
tion, each panel shall include as nonvoting members a representative
of conswmer interests and a representative of intérests of the device
manufacturing industry. Scientific, trade, and consumer organizations
shall be afforded an opportunity to nominate individuals for appoini-
ment to the panels. No individual who i3 in the regular full-time em~
ploy of the United States and engaged in the administration of this
Act may be a member of any panel. The Secretary shall designate one
of the members of each panel to serve as chairman thereof.

“(3) Panel members (other than officers or employees of the United
States), while attending meetings or conferences of a panel or other-
wise engaged in its business, shall be entitled to receive compensation
at rates to be fized by the Secretary, but not at rates exceeding the daily
equivalent of the rate in effect for grade GS-18 of the General Sched-
ule, for each day so engaged, including traveltime; and while so serv-
ing away from their homes or reqular places of business each member
may be allowed travel expenses (including per diem in liew of sub-
sistence) as authorized by section 6703 (b) of title &, United States
Code, for persons in the Government service employed intermittently.

“(4) The Secretary shall furnish each panel with adequate clerical
and other necessary assistance.

“Classification Panel Organization and Operation

“(e) (1) The Secretary shall organize the panels according to the
various fields of clinical medicine and fundamental sciences in which
devices intended for human use are used. The Secretary shall refer a
device to be classified under this section to an appropriate panel estab-
lished or authorized to be used under subsection (b) for its review and
for its recommendation respecting the classification of the device. The
Secretary shall by regulation prescribe the procedure to be followed
by the panels in making their reviews and recommendations. In
making their reviews of devices, the panels, to the maximum. extent
practicable, shall provide an opportunity for interested persons to
submit data and views on the classification of the devices.

“(2) (A) Upon completion of a panel’s review of a device referred
to it under paragraph (1), the panel shall, subject to subparagraphs
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(B) and (0), submit to the Secretary its recommendation for the
classification of the device. Any such recommendation shall (2) con-
tain (1) a summary of the reasons for the recommendation, (II) a
summary of the data upon which the recommendation is based, and
(/I1) an identification of the risks to health (if any) presented by
the device with respect to which the recommendation is made, and (i)
to the ewtent practicable, include a recommendation for the assignment
of a priority for the application of the requirements of section 514 or
615 to a device recommended to be classified in class I or class I11.

_ “(B) A recommendation of a panel for the classification of a device
in class I shall include a recommendation as to whether the device
{%fe{% be exempted from the requirements of section 610, 519, or
5 :

“(0) In the case of a device which has been referred under pararaph
(7) to a panel, and which—

“(2) i8 intended to be implanted in the human body or is pur-
ported or represented to be for a use in.supporting or sustaining
human life, and
. “(%) () has been introduced or delivered for introduction into
wnterstate commerce for commercial distribution before the date
of enactment of this section, or

() s within a type of device which was so introduced or de-
livered before such date and is substantially equivalent to another
device within that type, i -

such panel shall recommend to the Secretary that the device be clas-
sified in class 111 unless the panel determines that classification o f the
device in such class is not necessary to provide reasonable assurance of
its safety and effectiveness. If a panel does not recommend that such a
device be classified in class I11, it shall in its recommendation to the
Secretary for the classification of the device set forth the reasons for
not recommending classification of the device in such class.

“(8) The panels shall submit to the Secretary within one year of the
date funds are first appropriated for the implementation o f this sec-
tion their recommendations respecting all devices of a type introduced
or delivered for introduction into interstate commerce for commercial
distribution before the date of the enactment of this section.

“COlassification

“(d) (1) Upon receipt of a recommendation from a panel respecting
a device, the Secretary shall publish in the Federal Register the panels
recommendation and a proposed regulation classifying such device and
shall provide interested persons an opportunity to submit comments on
such recommendation and the proposed regulation. After reviewing
such comments, the Secretary shall, subject to paragraph (2), by reg-
ulation classify such device. ’

“(2)(4) A regulation under paragraph (1) classifying a device in
class I shall prescribe which, if any, of the requirements of section 510,
619, or 520(f) shall not apply to the device. A requlation which makes
@ requirement of section 510, 619, or 520(f) inapplicable to a device
shall be accompanied by a statement of the reasons of the Secretary
for making such requirement inapplicable.

-
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“(B) A device described in subsection (¢) (2) (O) shall be classified
in class 111 unless the Secretary determines that classification of the
device in such class is not necessary to provide reasonable assurance of
its safety and effectiveness. A proposed regqulation under paragraph
(1) classifying such a device in a class other than class 111 shall be ac-
companied by a full statement of the reasons of the Secretary (and
supporting documeniation and data) for not classifying such device in
such class and an identification of the risks to health (if any) pre-
sented by such device.

“(8) In the case of devices classified in class I and devices classified
under this subsection in class II1 and described in section 515(b) (1)
the Secretary may establish priorities which, in his discretion, shall be
used in applying sections 514 and 515, as appropriate, to such devices.

“QClassification Changes

“(e) Based on new information respecting a device, the Secretary
may, wpon his own initiative or upon petition of an interested person,
by regulation (1) change such device’s classification, and (2) revoke,
because of the change in classification, any regulation or requirement
in effect under section 514 or 515 with respect to such device. In the
promulgation of such a requlation respecting a device’s classification,
the Secretary may secure from the panel to which the device was last
referred pursuant to subsection (¢) a recommendation respecting the
proposed change in the device’s classification and shall publish in the
Federal Register any recommendation submitted to the Secretary by
the panel respecting such change. A requlation under this subsection
changing the classification of ¢ device from class I11 to class I1 may
provide that such classification shall not take effect until the effective
Zate of a performance standard established under section 514 for such,

evice.
“Initial Classification of Certain Devices

“(f) (1) Any device intended for human use which was not intro-
duced or delivered for introduction into interstate commerce for com-
mercial distribution before the date of the enactment of this section is
classified in class 111 unless—

“(4) the device—

“(2) is within a type of device (1) which was introduced or
delivered for introduction into interstate commerce for com-
mercial distribution before such date and which is to be clas-
sified pursuani to subsection (b), or (II) which was not so
introduced or delivered before such date and has been classi-
fied in class I or 11, and

“(22) 48 substantially equivalent to another device within
such type, or

“(B) the Secretary in response to a petition submitted under
paragraph (2) has classiﬁedi'}:uch device in class I or I1.
A device classified in class 111 under this paragraph shall be classified
in that class until the effective date of an order of the Secretary under
paragraph (2) classifying the device vnclass I or I1.
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- “(2) (A4) The manufacturer or importer of a device classified under
paragraph (1) may petition the Secretary (in such form and manner
us he shall prescribe) for the issuance of an order classifying the device
in olass I or class I1. Within thirty days of the filing of such o petition,
the Secretary shall notify the petitioner of any deficiencies in the peti-
tion which prevent the Secretary from making a decision on the
petition.

“(B)(3) Upon determining that a petition does not contain any
deficiency which prevents the Secretary from making a decision on the
petition, the Secretary shall refer the petition to an appropriate ponel
established or authorized to be used under subsection (6). A panel
to which such a petition has been referred shall not later than ninety
days after the referral of the petition make a recommendation to the
Secretary respecting approval or denial of the petition. Any such
recommendation shall contain (I) & summary of the reasons for the
recommendation, (II) a summary of the data upon which the recom-
mendation is based, and (ZI11) an identification of the risks to health
(¢f any) presented by the device with respect to which the petition was
filed. In the case of a petition for a device which is intended to be
implanted in the human body or which is purported or represented to
be for a use in supporting or sustaining human life, the panel shall rec-
ommend that the petition be denied unless the panel determines that
the classification in class I of the device is not necessary to provide
reasonable assurance of its safety and effectiveness. I'f the panel rec-
ommends that such petition be approved, it shall in its recommenda-
tion to the Secretary set forth its reasons for such recommendation.

“(#) The requirements of paragraphs (1) and (2) of subsection (c)
(relating to opportunities for submission of data and views and recom-
mendations respecting priorities and ewemptions from sections 510,
619, and 620(f)) shall apply with respect to consideration by panels
of petitions submitted under subparagraph (A).

“(0) (i) Within ninety days from the date the Secretary receives the
recommendation of a panel respecting a petition (but not later than
210 days after the filing of such petition) the Secretary shall by order
denu or approve the petition. If the Secretary approves the petition,
the Secretary shall order the classification of the device into class I or
class I1 in accordance with the criteria prescribed by subsection (a)
(1) (4) or (a) (1) (B). In the case of a petition for a device which is
intended to be implanted in the human body or which is purported or
represented be for o use in supporting or sustaining hwman life, the

Secretary shall deny the petition unless the Secretary determines that
the classification in class 111 of the device is not necessary to provide
reasonable assurance of its safety and effectiveness. An order approv-
ing such /Zietz’tion shall be accompanied by a full statement of the rea-
sons of the Secretary (and supporting documentation and data) for
approving the petition and an identification of the risks to health
(if any) presented by the device to which such order applies.

“(i¢) The requirements of paragraphs (1) and (2) (A4) of subsec-
tion (d) (relating to publication of recommendations, opportunity
for submission of comments, and exemption from sections 610,519, and
620(f) ) shall apply with respect to action by the Secretary on petitions
submitted under subparagraph (A).

~
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“Information

% Within siwty days of the receipt of a written request of any
perzfogw? for z'nfornwtg(m rz,specting the class in which a device has been
classified or the requirements applicable to a device under this Act,
the Secretary shall provide such person a written statement, of the
classification (if any) of such device and the requirements of this Act
applicable to the device. vy

“Definitions

“(h) For purposes of this section and sections 601, 610, 614, 615,
516, 619, and 520— _

“(1) a reference to ‘general controls’ is a reference to the con-
trols authorized by or under sections 501, 6502, 610, 616, 518, 619,
and 620, 5,

“(2) areference to ‘class I, ‘class 11, or ‘class 111 is a reference
to a class of medical devices described in subparagraph (4), (B),
or (Q) of subsection (a) (1), and ‘ ;

“(8). @ reference to a ‘panel under section 513’ is a reference to
a panel established or authorized to be used under this section.

“PERFORMANCE STANDARDS

“Provisions of Standards

“Skec. 514. (a) (1) The Secretary may by regulation, promulgated
tn accordance with this section, establish a performance standard for
a class I1 device. A class 111 device may also be considered a class I1
device for purposes of establishing a standard for the device under
this section if the device has been reclassified as a class 11 device un-
der a regulation under section 513(e) but such regulation provides
that the reclassification is not to take effect until the effective date of
such a standard for the device. ' ] )

“(2) A performance standard established under this section for a
device—

“(A) shall include provisions to provide reasonable assurance
of its safe and effective performance;
“(B) shall, where necessary to provide reasonable assurance of
its safe and effective performance, include— )
“(2) provisions respecting the construction, components, in-
gredients, and properties of the device and its compatibility
with power systems and connections to such systems, )
“(i¢) provisions for the testing (on a sample basis or, if
necessary, on an individual basis) of the device or, if it is
determined that no other more practicable means are avail-
able to the Secretary to assure the conformity of the device
to the standard, provisions for the testing (on a sample basis
or, if necessary, on an individual basis) by the Secretary or
by another person at the direction of the Secretary,
“(¢it) provisions for the measurement of the performance
characteristics of the device,
“(iv) provisions requiring that the results of each or of.
- certain of the tests ofg the device required to be made under

H.Rept, 94-1090 --- 2
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clause (i) show that the device is in conformity with the
portions of the standard for which the test or tests were re-
quired, and,

“(v) a provision requiring that the sale and distribution o i
the device be restricted but only to the ewtent that the sale
and distribution of a device may be restricted under o regula-

" teon under section 520 (e) ; and
(0) shall, where appropriate, require the use and prescribe the
form and content of labeling for the proper installation, main-
. tenance, g'per_atzon, and use of the device.

(4) The Secretary shall provide for periodic evaluation of per-
ftmnd ”rile st’ilec(zlrcgs e%blisged under this section to determine if such
stanaares should be changed to reflect new medical, scientific
tec"‘7;7¢?50)loiq’£cal A g fle , 8cientific, or other

% carrying out his duties under this section, the Secret
shall, tg (I% maximum ewtlent practicable— ’ i
use personnel, facilities, and other technical )
able in othe’rp;'edeml :zg';enoies, , RSBt
“(B) consult with other Federal agencies concerned with stand-
ard-setting and other nationally or internationally recognized
standard-setting entities, and
“(0) invite appropriate participation, through joint or other
conferen:ces, workshops, or other means, by informed persons rep-
resentative of scientific, professional, industry, or consumer orga-
mzations who in his judgment can make a significant contribution.

“Initiation of a Proceeding for a Performance Standard

“B)(1) A proceeding for the development of a performance stand-
ard for a device shall be initiated by the Secretary by the publication
in the Federal Register of notice of the opportunity to submit to the
Secretary @ request (within fifteen days of the date of the publication
of the notice) for a change in the classification of the device based on
new information relevant to its classification.

sy 71, after publication of a notice pursuant to paragraph (1) the
Secretary recewves a request for a change in the device’s classification,
he shall, within sixty days of the publication of such notice and after
consultation with the appropriate panel under section 513 by order
published in the Federal Register, either deny the request fo'r' change
in classification or give notice of his intent to initiate such a change
under section 513(e§

“Invitation for Standards

“(0) (1) If, after the publication of a notice under subsection (0),
no action 18 required under paragraph (2) of such subsection or the
Secretary denies @ request to change the classification of the device
with respect to which such notice was published, the Secretary shall
publish in the Federal Register a notice inviting any person, including
any Federal agency, to—

“(4) submut to the Secretary, within sizty days after the date
of publication of the notice, an ewisting standard as a proposed
performance standard for such device, or

-
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“(B) offer, within siwty days after the date of publication of the
notice, to develop such a proposed standard. :

“(2) A notice published pursuant to paragraph (1) for an offer for
the development of a proposed performance standard for a device—

“(A) shall specify a period within which the standard is to be
developed, which period may be extended by the Secretary for
good cause shown; and

“(B) shall include—

‘ “(2) @ description or other designation of the device,

“(41) a statement of the nature of the risk or risks asso-
ciated with the use of the device and intended to be controlled
by a performance standard,

“(4i2) a summary of the data on which the Secretary has
found a need for initiation of the proceeding to develop a per-
formance standard, and -

“(4v) identification of any ewisting performance standard
known to the Secretary which may be relevant to the pro-
ceeding.

“(8) The Secretary shall by regulation require that an offeror of an
offer to develop a proposed performance standard submit (and if the
offeror is a business entity, require that appropriate directors, officers,
and employees of, and consultants to, the business entity submit) to the
Secretary such information concerning the offeror as the Secretary de-
termines is relevant with respect to the offeror’s qualifications to de-
velop a proposed performance standard for a device, including infor-
mation respecting the offeror's financial stability, expertise, and ex-
perience, and any potential conflicts of interest, including financial in-
terest in the device for which the proposed standard is to be developed,
current industrial or commercial offiliates of the offeror, current
sources of financial support for research, and business entities in which
the offeror has a financial interest, which may be relevant with respect
to the offeror’s qualifications. Such information submitted by an offeror
may not be made public by the Secretary unless required by section 552
of title 5, United States Code, except that in the case of information
submitted by an offeror whose offer has been accepted, the Secretary
shall make such information (other than information which because
of subsection (b)(4) of section 552, title 5, United States Code, is ex-
empt from disclosure pursuant to subsection (a) of such section) pub-
lic at the time the offer is accepted.

“(4) If the Secretary determines that a performance standard can
be developed by any Federal agency (including an agency within the
Department of Health. Education, and Welfare), the Secretary may—

“(A) if such determination is made with respect to an agency
within such Department, develop such a standard in lieu of ac-
cepting any offer to develop such a standard pursuant to a notice
published vursuant to this subsection, or .

“(B) if such determination is made with respect to any other
agency, authorize such agency to develop such a standard in liew
of accepting any such offer.

I'n making such a determination respecting o Federal agency, the Sec-
retary shall take into account the personnel and expertise within such
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agency. The requirements described in subparagraphs (B) and (0)
of subsection (e) (4) shall apply to development of a standard under
this paragraph.

“Aecceptance of Certain Ewxisting Standards

“(d) (1) If the Secretary—

“(A) determines that a performance standard has been issued
or adoptéd or is being developed by any Federal agency or by any
other qualified entity or receives a performance standard sub-
mz’éted pursuant to a notice published. pursuant to subsection (c),
an

“(B) determines that such performance standard is based upon
scientific data and information and has been subjected to scientific
consideration.

he may, in lieu of accepting any offer to develop such a standard pur-
suant to a notice published pursuant to subsection (c), accept such
standard as a proposed performance standard for such device or as
a basis upon which a proposed performance standard may be
developed.

“(2) If a standard is submitted to the Secretary pursuant to a notice
published pursuant to subsection (c) and the Secretary does not ac-
cept such standard, he shall publish in the Federal Register notice of
that fact together with the reasons therefor.

“Aeceptance of Offer To Develop Standard

“(e) (1) Ewcept as provided by subsections (c)(4) and (d), the
Secretary shall accept one, and may accept more than one, offer to
develop a proposed performance standard for a device pursuant to a
notice published pursuant to subsection (c) if he determines that (A)
the offeror is qualified to develop such a standard and is techmnically

competent to undertake and complete the development of an appro--

priate performance standard within the period specified in the notice,
and (B) the offeror will comply with procedures prescribed by regula-
tions of the Secretary wnder paragraph (4) of this subsection. I'n
determining the qualifications of an offeror to develop a standard, the
Secretary shall take wnto account the offeror’s financial stability, ex-
pertise, experience, and any potential conflicts of interest (encluding
financial interest in the device for which such standard is to be devel-
oped) and other information submitted pursuant to subsection (¢)(3),
which may be relevant with respect to the offeror’s qualifications.

“(8) The Secretary shall publish in the Federal Register the name
and address of each person whose offer is accepted under paragraph
(1) and a summary of the terms of such offer as accepied.

“(8)_If such an offer is accepted, the Secretary may, upon applica-
tion which may be made prior to the acceptance of the offer, agree to
contribute to the offeror's cost in developing a proposed standard of
the Secretary determines that such contribution is likely to result in a
more satisfactory standard than would be developed without such con-
tribution. The Secretary shall by regulation prescribe the items o f cost
in which he will participate, except that such items may not include

-
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the cost of construction (except minor remodeling) or the acquisition
of land or buildings. Payments to an offeror under this paragraph may
be made without regard to section 3648 of the Revised Statutes (31
U.8.0.529).

“(4) Thg Secretary shall prescribe regulations governing the devel-
opment of proposed standards by persons whose .o}zers are accepted
under paragraph (1). Such requlations shall, notwithstanding subsec-
tion (b) (A) of section 553 of title 5, United States Code, be promul-
gated in accordance with the requirements of that section for notice
and opportunity for participation and shall—

“(A) require that performance standards proposed for promul-
gation be supported by such test data or other documents or mate-
rials as the Secretary may reasonably require to be obtained;

“(B) require that notice be given to interested persons of the
opportunity to participate in the development of such perform-
ance standards and require the provision of such opportunity ;

“(0) require the maintenance of records to disclose (i) the
course of the development of performance standards proposed for
promulgation, (i) the comments and other information submitted
by any person in commection with such development, including
comments and information with respect to the need for such per-
formance standards, and (ii2) such other matters as may be rele-
vant to the evaluation of such performance standards;

“(D) provide that the Secretary and the OOmpt.rolier General
of the United States, or any of their duly authorized represent-
atives, shall have access for the purpose of audit and examination
to any books, documents, papers, and other records, relevant to
the expenditure of any funds contributed by the Secretary under
paragraph (3) ; and ; g

“(E) require the submission of such periodic reports as the
Secretary maoy require to disclose the course of the development of
performance standards proposed for promulgation.

“(5) If an offer is made pursuant to a notice published pursuant to
subsection (¢) and the Secretary does not accept such offer, he.a shall
publish in the Federal Register notice of that fact together with the
reasons therefor.

“Development of Standard by Secretary After Publication of
Subsection (¢) Notice

“(f) If the Secretary has published a notice pursuant to subsection
¢) w :
- “(1) no person makes an offer or submits a standard pursuant
to the notice; L ,
“(2) the Secretary has not accepted an existing performance
standard under subsection (d) or accepted an offer to develop a
proposed performance standard pursuant to the notice; or
“(3) the Secretary has accepted an offer or oﬁqrs to develop a
proposed performance standard, but determines thereafter
that—
“(A) the offeror under each such offer is umwilling or
unable to continue the development of the performance stand-
ard which was the subject of the offer or offers, or
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_“(B) the performance standard which has been developed
18 not satisfactory,
and publishes notice of that determination in the Federal Register
8 tg etger with his reasons therefor;

n the Secretary may proceed to develop a proposed performance
standard. T he authority provided by thigogtbse?;tign is M{) a«gdz'tz'on to
the authority provided by subsection (c) (4). The requirements de-
soribed in subparagraphs (B) and (C) of subsection (¢)(4) shall
apply to the development of a standard by the Secretary under this

subsection.
“Establishment of a Standard

“(9) (1) (A) After publication pursuant to subsection (c) of a
notice respecting a performance standard for o device, the Secretary
shall either—

“(4) publish, in the Federal Register in a notice of proposed
rulemaking, a proposed performance standard for the device )
developed by an offeror under such notice and accepted by the
Secretary, (II) developed under subsection (c)(4), (III) ac-
cepted by the Secretary under subsection (d), or (IV) developed
by him under subsection (f), or
, ‘(i) issue a motice in the Federal Register that the proceeding
8 terminated together with the reasons for such termination.

“(B) If the Secretary issues under subparagraph (A) (%) a notice
of termination of a proceeding to establish a performance standard
for a device, he shall (wnless such notice is issued because the device
8 a banned device under section 516) initiate a proceeding under
section 513 (e) to reclassify the device subject to the proceeding termi-
nated by such notice.

“(2) A notice of proposed rulemaking for the establishment of a
performance standard for a device published under paragraph [] )
4) (¢) shall set forth proposed findings with respect to the degree of
the risk of illness or injury designed to be eliminated or reduced by
the proposed standard and the benefit to the public from the device.

“(3) (A) After the expiration of the period for comment on a notice
of proposed rulemaking published wnder paragraph (I) respecting a
performance standard and after consideration of such comments and
any report from an advisory committee under paragraph (5), the
Secretary shall (i) promulgate a regulation establishing a perform-
ance standard and publish in the Federal Register findings on the
matters referred to in paragraph (2), or (ii) publish a notice termi-
nating the proceeding for the development of the standard together
with the reasons for such termination. If a notice of termination is
published, the Secretary shall (unless such notice is issued because
the device is a banned device under section 616) initiate a proceeding
under section 513 (e) to reclassify the device subject to the proceeding
terminated by such notice. b

“(B) A regulation establishing a performance standard shall set
forth the date or dates upon which the standard shall take effect, but
no such regulation may take effect before one year after the date of
its publication unless (i) the Secretary determines that an earlier
effective date is mecessary for the protection of the public health
and safety, or (i) such standard has been established for a device

-
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which, effective upon the effective date of the standard, has been
reclassified from class I11 to class I1. Such date or dates shall be estad-
lished so as to minimize, consistent with the public health and safety,
economic loss to, and disruption or dislocation of , domestic and inter-
national trade.

“(4) (A) The Secretary, upon his own initiative or upon petition of
an interested person, may by regulation, promulgated in accordance
with the requirements of paragraphs (2) and (3)(B) of this sub-
section, amend or revoke a performance standard.

“(B) The Secretary may declare a proposed amendment of a per-
formance standard to be effective on and after its publication in the
Federal Register and until the effective date of any final action taken
on such amendment if he determines, after affording all interested
persons an opportunity for an informal hearing, that making it so
effective is in the public interest. A proposed amendment of a perform-
ance standard made so effective under the preceding sentence may
not prohibit, during the period in which it is so effective, the intro-
duction or delivery for introduction into interstate commerce of a de-
wice which conforms to such standard without the change or changes
provided by such proposed amendment.

“(6) (A) The Secretary— _

“(2) may on his own initiative refer a proposed regulation for
the establishment, amendment, or revocation of a performance
standard, or :

“(42) shall, upon the request of an interested person unless the
Secretary finds the request to be without good cause or the request
is made after the expiration of the period for submission of com-
ments on such proposed regulation refer such proposed regqulation,

to an adwvisory committee of ewperts, established pursuant to sub-
paragraph (B), for a report and recommendation with respect to any
matter involved in the proposed regulation which requires the exercise
of sciéntific judgment. If a proposed regulation is referred under this
subparagraph to an advisory committee, the Secretary shall provide
the advisory committee with the data and information on which such
proposed regulation is based. The advisory committee shall, within
sixty days of the referral of a proposed regulation and after inde-
pendent study of the data and information furnished to it by the Sec-
retary and other data and information before it, submit to the
Secretary a report and recommendation respecting such regulation,
together with all underlying data and information and a statement
of the reason or basis for the recommendation. A copy of such report
and recommendation shall be made public by the Secretary.

“(B) The Secretary shall establish advisory committees (which
may not be panels wnder section 613) to receive referrals under sub-
paragraph (A). The Secretary shall appoint as members of any such
advisory committee persons qualified in the subject matter to be re-
ferred to the commaittee and of appropriately diversified professional
background, except that the Secretary may mot appoint to such a
committee any individual who is in the reqular full-time employ of
the United States and engaged in the administration of this Act. Each
such comumittee shall include as monvoting members a representative
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of consumer interests and a representative of interests of the device

manufacturing industry. Members of an advisory committee who are
not officers or employees of the Unated States, while attending con-
ferences or meetings of their committee or otherwise serving at the
request of the Secretary, shall be entitled to receive compensation at
rates to be fized by the Secretary, which rates may not exceed the doily
e%u'valem of the rate in effect for grade GS-18 of the General Sched-
ule, for each day (including traveltime) they are so-engaged; and
while so serving away from their homes or regular places of business
each member may be allowed travel empenses, including per diem in
lieu of subsistence, as authorized by section 5703 of title 6 of the United
States Code for persons in the Government service employed inter-
mittently. The Secretary shall designate one of the members of each
advisory committee to serve as chairman thereof. The Secretary shall
furnish. each advisory committee with clerical and other assistance,
and, shall by regulation prescribe the procedures to be followed by each
such commattee in acting on referrals made under subparagraph (A4).

“PREMARKET APPROVAL

“General Requirement

“Skc. 515. (@) A class 111 device—

“(1) which is subject to a regulation promulgated wnder sub-
section (b); or

“(2) which is a class I1] device because of section 613(f),

is required to have, unless exempt under section 520(g), an approval
under this section of an application for premarket approval.
“Regulation T'o Require Premarket Approval

“(B)(Z) In the case of a class III device which—

“(A) was introduced or delivered for introduction into inter-
state commerce for commercial distribution before the date of
enactment of this section,; or

“(B) is (i) of a type so introduced or delivered, and (i) is
substantially equivalent to another dewvice within that type,

the Secretary shall by regulation, promulgated in accordance with this
subsection, require that such device have an approval under this sec-
tion of an application for premarket approval.

“(2) (A) A proceeding for the promulgation of a regulation under
paragraph (1) respecting a device shall be initiated by the publica-
tion in the Federal Register of a notice of proposed rulemaking. Such
notice shall contain—

“(2) the proposed requlation.,

“(#) proposed findings with respect to the degree of risk of
illness or ingury designed to be eliminated or reduced by requiring
the device to hawe an approved application for premarket ap-
proval and the benefit to the public from use of the device:

“(#t) opportunity for the submission of comments on the pro-
posed regqulation and the proposed findings: and
__“(iv) opportunity to request a change in the classification of
the device based on new information relevant to the classifica-
tion of the device.

-
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“(B) If, within fifteen days after publication of a notice under
subparagraph (A), the Secretary receives a request for a change in
the classification of a device, he shall, within sixty days of the pub-
lication of such notice and after consultation with the appropriate .
panel under section 513, by order published in the Federal Register,
either deny the request for change in classification or give notice of his
intent to mitiate such a change under section 513 (e).

“(3) After the empiration of the period for comment on a proposed
regulation and proposed findings published wnder paragraph (2)
and after consideration of comments submitted on such proposed
regulation and findings, the Secretary shall (A) promulgate such
regulation and publish in the Federal Register findings on the matters
referred to in paragraph (2) (4) (é%), or (B) publish a notice termi-
nating the proceeding for the promulgation of the regulation together
with the reasons for such termination. If a motice of termination iis
published, the Secretary shall (unless such notice is issued because
the device is a bannmed device under section 516) initiate a proceeding
under section 513 (e) to reclassify the device subject to the proceeding
terminated by such notice.

“(4) The Secretary, upon his own initiative or upon petition of an
interested person, may by regulation amend or revoke any regulation
promulgated wnder this subsection. A regulation to amend or revoke
a regulation under this subsection shall be promulgated in accordance
with the requirements prescribed by this subsection for the promulga-
tion of the regulation to be amended or revoked.

“Application for Premarket Approval

“(e) (1) Any person may file with the Secretary an application for
premarket approval for a class III device. Such an application for
a device shall contain—

“(A) full reports of all information, published or known to
or which should reasonably be known to the applicant, concerning
tnwestigations which have been made to show whether or not
such device is safe and effective,

“(B) a full statement of the components, ingredients, and prop-
Slrties and of the principle or principles of operation, of such

evice;

“(0) a full description of the methods used in, and the facili-
ties and controls used for, the manufacture, processing, and, when
relevant, packing and installation of , such device; - ,

“(D) an identifying reference to any performance standard
under section 51} which would be applicable to any aspect of such
device if it were a class I1 device, and either adequate information
to show that such aspect of such device fully meets such perform-
ance standard or adequate information to justify any deviation
from such standard;

“(E) such samples of such device and of components thereof as
the Secretary may reasonably require, except that where the sub-
mission of such samples is impracticable or unduly burdensome,
the requirement of this subparagraph may be met by the submis-
sion of complete information concerning the location of one or
more such devices readily available for examination and testing;

H,Rept, 94-1090 --- 3
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“(F) specimens of the labeling proposed to be used for such
device; and

“(G) such other information relevant to the subject matter of
the application as the Secretary, with the concurrence of the ap-

? propriate panel under section 513, may require.

“(2) Upon receipt of an application meeting the requirements set
forth in paragraph (1), the Secretary shall refer such application to
the appropriate panel under section 513 for study and for submission
(within such period as he may establish) of a report and recommenda-
buom respecting approval of the application, together with all under-
lying data and the reasons or basis for the recommendation.

“Aetion on an Application for Premarket A pproval

PR(d) (1) (4 ) As promptly as possible, but in no event later than one
hundred and eighty days after the receipt of an application under sub-
section (c) (ewcept as provided in section 520 ( 1) (3) (D) (i) or unless,
n accordance with subparagraph (B) (i), an additional period as
agreed upon by the Secretary and the applicant), the Secretary, after
considering the report and recommendation submitted under para-
graph (2 ) of such subsection, shall—

“(2) issue an order approving the application if he finds that
none of the grounds for denying approval specified in paragraph
(2) of this subsection applies; or’

“(2t) deny approval of the application if he finds (and sets forth
the basis for such finding as part of or accompanying such denial)
that one or more grounds for denial specified in paragraph (2)

+ of this subsection apply.

“(B) (i The Secretary may not enter into an agreement to ewtend
the period in which to take action with respect to an application sub-
mitted for a device subject to a regulation promulgated under subsec-
tion (b) unless he finds that the continued availability of the device is
necessary for the public health.

“(i) An order approving an application for a device may require
as a condition to such approval that the sale and distribution of the
device be restricted but only to the extent that the sale and distribu-
2%2007 o)f a device may be restricted under a requlation under section

e).

“(2) The Secretary shall deny approval of an application for a de-
vice of, upon the basis of the information mbm/éttedp to the Secretary as
part of the application and any other information before him with
respect to such device, the Secretary finds that—

“(4) there is a lack of a showing of reasonable assurance that
swuch device is safe under the conditions of use prescribed, rec-
ommended, or suggested in. the proposed labeling thereof

“(B) there is a lack of a showing of reasonable assurance that
the device is effective under the conditions of use prescribed, rec-
ommended, or suggested. in the proposed labeling thereof ;

“(0) the methods used in, or the facilities or controls used for,
the manufacture, processing, packing, or installation of such de-
vice do not conform. to the requirements of section 520(f) ¢

“(D) based on a fair evaluation of oll material facts, the pro-
posed labeling is false or misleading in any particular; or
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“(E) such device is not shown to conform in all respects to a
performance standard in effect under section 514 complhiance with
which is a condition to approval of the application and there is
a lack of adequate information to justify the deviation from such
standard.

Any denial of an application shall, insofar as the Secretary determines
to be practicable, be accompanied by a statement informing the ap-
plicant of the measures required to place such application in approva- .
ble form (which measures may include further research by the ai-;
plicant in accordance with one or more protocols prescribed by ¢
Secretary).

“(3) An applicant whose application has been denied approval may,
by petition filed on or before the thirtieth day after the date upon
which he receives notice of such denial, obtain review thereof in ac-
cordance with either paragraph (1) or (2) of subsection (g), and any
interested person may obtain review, in accordance with paragraph
(2) or (2) of subsection (g), of an order of the Secretary approving
an application.

“Withdrawal of Approval of Application

“(e) (1) The Secretary shall, upon obtaining, where appropriate,
advice on scientific matters from a panel or panels under section 513,
and_after due notice and opportunity for informal hearing to the
holder of an approved application for a device, issue an order with-
drawing approval of the applications if the Secretary finds—

“(Al;p:hat such device is unsafe or ineffective under the condi-
tions of use prescribed, recommended, or suggested in the label-
ing thereof;

“(B) on the basis of new information before him with respect
to such device, evaluated together with the evidence available to
him when the application was approved, that there is a lack of a
showing of reasonable assurance that the device is safe or effec-
tive under the conditions of use prescribed, recommended, or sug-
gested in the labeling thereof ;

“(C) that the application contained or was accompanied by an
unitrue statement of a material fact;

“(D) that the applicant (i) has failed to establish a system for
maintaining records, or has repeatedly or deliberately failed to
maintain records or to make reports, required by an applicable
regulation under section 519(a), (i¢) has refused to permit access
to, or copying or verification of, such records as required by sec-
tion 704, or (i) has not complied with the requirements of sec-
tion 610,

“(E) on the basis of new information before him with respect
to such device, evaluated together with the evidence before him
when the application was approved, that the methods used in, or
the facilities and controls used for, the manufacture, processing,
packing, or installation of such device do not conform with the
requirements of section 520(f) and were not brought into con-
formity with such requirements within a reasonable time after
receipt of written notice from the Secretary of nonconformity;
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“(F) on the basis of new information before him, evaluated
together with the evidence before kim when the application was
approved, that the labeling of such device, based on a fair evalua-
tion of all material facts, is false or misleading in any particular
and was not corrected within a reasonable time after receipt of
written notice from the Secretary of such fact; or

“(@) on the basis of new information before him, evaluated
together with the evidence before him when the application was
approved, that such device is not shown to conform in all respects
to a performance standard which is in effect under section 514
compliance with which was a condition to approval of the appli-
cation and that there is a lack of adequate information to justify
the deviation from such standard.

“(8) The holder of an application subject to an order issued under
paragraph (1) withdrawing approval of the application may, by peti-
tion filed on or before the thirtieth day after the date upon which he
receives notice of such withdrawadl, obtain review thereof in accordance
with either paragraph (1) or (2) of subsection (g).

“Product Development Protocol

“(f) (1) In the case of a class [11 device which is required to have
an approval of an application submitted under subsection (c), such
device shall be considered as having such an approval if a notice of
completion of testing conducted in accordance with a product develop-
ment protocol approved under paragraph (4) has been declared com-
pleted under paragraph (6).

“(2) Any person may submit to the Secretary a proposed product
development protocol with respect to a device. Such a protocol shall be
accompanied by date supporting it. If, within thirty days of the
receipt of such a protocol, the Secretary determines that it appears to
be appropriate to apply the requirements of this subsection to the device
with respect to which the protocol is submitted, he shall refer the pro-
posed protocol to the appropriate panel under section 513 for its recom-
mendation respecting approval of the protocol.

“(3) A proposed product development protocol for a device may be
approved only if—

“(A) the Secretary determines that it is approprite to apply the
requirements of this subsection to the device in lieu of the require-
4(1wnt oZd approval of an application submitted under subsection

e
id‘ (B) the Secretary determines that the proposed protocol pro-
vides—

“(¢) adescription of the device and the changes which may
be made in the device,

“(#) @ description of the preclinical trials (if any) of the
device and o specification of (I) the results from such trials
to be required before the commencement of clinical trials of
the device, and (II) any permissible variations in preclinical
trials and the results therefrom,

“(4i¢) a description of the clinical trials (if any) of the
device and a specification of (I) the results from such trials
to be required before the filing of a notice of completion of the
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requirements of the protocol, and (II) any permissible varia-
tions in such trials and the results therefrom,

“(iw) a description of the methods to be used in, and the
facilities and controls to be used for, the manufacture, proc-
(eissz'ng, and, when relevant, packing and installation of the

evice, ;

“(v) an identifying reference to any performance stand-
ard under section 51} to be applicable to any aspect of such
device,

“(w2) if appropriate, specimens of the labeling proposed to
be used for such device,

“(vit) such other information relevant to the subject mat-
ter of the protocol as the Secretary, with the concurrence of
the appropriate panel or panels under section 513, may re-
quire, and

“(vitd) a requirement for submission of progress reports
and, when completed, records of the trials conducted under
the protocol which records are adequate to show compliance
with the protocol. :

“(4) The Secretary shall approve or disapprove a proposed product
development protocol submitted under paragraph (2) within one hun-
dred and twenty days of its receipt unless an additional period is
agreed upon by the Secretary and the person who submitted the pro-
tocol. Approval of a protocol or denial of approval of a protcol is final
agency action subject to judicial review under chapter 7 of title 6,
United States Code.

“(8) At any time after a product development protocol for a device
has been approved pursuant to paragraph (4), the person for whom
the protocol was approved may submit ¢ notice of completion—

“(A) stating (i) his determination that the requirements of
the protocol have been fulfilled and that, to the best of his
knowledge, there is no reason bearing on safety or effectiveness
why the notice of completion should not become effective, and
(¢¢) the data and other information upon which such determina-
tion was made, and

“(B) setting forth the results of the trials required by the
protocol and all the information required by subsection ( (g (1)

“(6)(A) The Secretary may, after providing the person who has
an approved protocol an opportunity for an informal hearing and at
any tvme prior to receipt of notice of completion of such protocol, issue
a final order to revoke such protocol if he finds that— .

“(2) such person has failed substantially to comply with the
requirements of the protocol,

“(42) the results of the trials obtained under the protocol dz'zer
so substantially from the results required by the protocol that
further trials cannot be justified, or

“(480) the results of the trials conducted under the protocol
or available new information do not demonstrate that the device
tested under the protocol does not present an unreasonable risk
to health and safety,

“(B) After the receipt of notice of completion of an approved
protocol the Secretary shall, within the ninety-day period beginning
on the date such notice is received, by order either declare the protocol
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completed or declare it not completed. An order declaring & protocol
not completed may take effect only after the Secretary has provided the
person who has the protocol opportunity for an informal hearing on
the order. Such an order may be issued only if the Secretary finds—
“(¢) such person has failed substantially to comply with the
requirements of the protocol,
“(4t) the results of the trials obtained under the protocol differ
substantially from the results required by the protocol, or
“(2iz) there is a lack of a showing of reasonable assurance of
the safety and effectiveness of the device under the conditions of
use prescribed, recommended, or suggested in the proposed label-
ing thereof. }

“(0) A final order issued under subparagraph (A) or (B) shall
b}(z i writing and shall contain the reasons to support the conclusions
thereof.

“(7) At any time after a notice of completion has become effective,
the Secretary may issue an order (after due motice and opportunity
for an informal hearing to the person for whom the notice is effec-
tive) revoking the approval of a device provided by a notice of com-
pletion which has become effective as provided in subparagraph (B)
if he finds that any of the grounds listed in subparagraphs (A)
through (G) of subsection (e) (1) of this section apply. Each refer-
ence in such subparagraphs to an application shall be considered for
purposes of this paragraph as a reference to a protocol and the notice
of completion of such protocol, and each reference to the time when
an application was approved shall be considered for purposes of this
p;mgmph as a reference to the time when a notice of completion took
effect.

“(8) A person who has an approved protocol subject to an order
issued under paragraph (6)(A) revoking such protocol, a person
who has an approved protocol with respect to which an order under
paragraph (6)(B) was issued declaring that the protocol had not
been completed, or a person subject to an order issued under para-
graph (7) revoking the approval of a device may, by petition filed
on or before the thirtieth day after the date upon which he receives
notice of such. order, obtain review thereof in accordance with either
paragraph (1) or (2) of subsection (g).

“Review

“(9) (1) Upon petition for review of—

“(A) an order under subsection (d) approving or denying ap-
proval of an application or an order under subsection (e) with-
drawing approval of an application, or

“(B) an order under subsection (f)(6)(A) revoking an ap-
proved protocol, under subsection (f)(6)(B) declaring that an
approved protocol has not been completed, or under subsection (f)
(7) revoking the approval of a device,

the Secretary shall, unless he finds the petition to be without good
cause or unless a petition for review of such order has been submitted
under paragraph (2), hold a hearing, in accordance with section 664
of title & of the United States Code, on the order. The panel or panels
which considered the application, protocol, or device subject to such
order shall designate a member to appear and testify at any such hear-
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ing upon request of the Secretary, the petitioner, or the officer con-
ducting the hearing, but this requirement does not preclude any other
member of the panel or panels from appearing and testifying at any
such hearing. Upon completion of such hearing and after considering
the record established in such hearing, the Secretary shall issue an
order either "cgﬁming the order subject to the hearing or reversing
such order and, as appropriate, approving or denying approval of the
application, reinstating the appplgcatz'on’s approval, approving the
protocol, or placing in effect anotice of completion. '

“(2) (A) Upon petition for review of—

“(¢) an order under subsection (d) approving or denying ap-
proval of an application or an order under subsection (e) 'wz'tz-
drawing approval of an application, or

“(¢) an order under subsection (f)(6)(A) revoking an ap-
proved protocol, under subsection (f)(6)(B) declaring that an
approved protocol has not been completed, or under subsection
(f) (7) revoking the approval of a device,

the Secretary shall refer the application or protocol subject to the order
and the basis for the order to an advisory committee of ewperts estab-
lished pursuant to subparagraph (B) for a report and recommendation
with respect to the order. The advisory committee shall, after inde-
pendent study of the data and information furnished to it by the
Secretary and other data and information before it, submit to the
Secretary a report and recommendation, together with all underlying
data and information and a statement of the reasons or basis for the
recommendation. A copy of such report shall be promptly supplied by
the Secretary to any person who petitioned for such referral to the
advisory committee.

“(B) The Secretary shall establish advisory committees (which may
not be panels under section 513) to receive referrals under subpara-
graph (A). The Secretary shall appoint as members of any such
advisory conumittee persons qualified in the subject matter to be re-
ferred to the committee and of appropriately diversified professional
backgrounds, except that the Secretary may not appoint to such a
committee any indwidual who is in the regqular full-time employ of the
United States and engayed in the administration of this Act. Members
of an adwvisory committee (other than officers or employees of the
United States), while attending conferences or meetings of their
committee or otherwise serving at the request of the Secretary, shall
be entitled to receive compensation at rates to be fixed by the Secretary,
which rates may not exceed the daily equivalent for grade GS-18 of
the General Schedule for each day (including traveltime) they are
so engaged; and while so serving away from their homes or regular
places of businiess each member may be allowed travel expenses, in-
cluding per diem in liew of subsistence, as authorized by section 5703 of
title 5 of the United States Code for persons in the Government service
employed intermittently. The Secretary shall desiqnate the chairman
of an adwisory committee from its members. The Secretary shall
furnish each advisory committee with clerical and other assistance,
and shall by regqulation prescribe the procedures to be followed by
each such committee in acting on referrals made under subparagraph
(4).
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“(0) The Secretary shall make public the report and recommenda-
tion made by an advisory committee with respect to an application and
shall by order, stating the reasons therefor, either affirm the order
referred to the advisory committee or reverse such order and, if appro-
priate, approve or deny approval of the application, reinstate the ap-
plication’s approval, approve the protocol, or place in effect a notice of
completion.

i “Service of Orders

“(Rh) Orders of the Secretary under this section shall be served (1)
in person by any officer or employee of the department designated by
the Secretary, or (2) by mailing the order by registered mail or certi-
fied mail addressed to the applicant at his last known address in the
records of the Secretary.

“BANNED DEVICES

“General Rule

“Src. 616. (a) Whenever the Secretary finds, on the basis of all
available data and information and after consultation with the appro-
priate panel or panels under section 513, that—

“(1) a device intended for human use presents substantial de-
ception or an unreasonable and substantial risk of illness or in-
Jury; and

“(2) in the case of substantial deception or an unreasonable and
substantial risk of illness or injury which the Secretary deter-
mined could be corrected or eliminated by labeling @r change in
labeling and with respect to which the Secretary provided written
notice to the manufacturer specifying the deception or risk of ill-
ness or injury, the labeling or change in labeling to correct the
deception or eliminate or reduce such risk, and the period within
which such labeling or change in labeling was to be done, such
labeling or change in labeling was not done within such period;

he may initiate a proceeding to promulgate a requlation to make such
device a banned device. The Secretary shall afford all interested per-
sons opportunity for an informal hearing on a regulation proposed

under this subsection. \
“Special Effective Date

“(b) The Secretary may declare a proposed requlation under sub-
section (a) to be effective upon its publication in the Federal Register
and until the effective date of any final action taken respecting such
regqulation if (1) he determines, on the basis of all available data and
information, that the deception or risk of illness or injury associated
with the use of the device which is subject to the requlation presents
an unreasonable, direct, and substantial danger to the health of individ-
uals, and (2) before the date of the publication of such regulation, the
Secretary notifies the manufecturer of such device that such regulation
s to be made so effective. I'f the Secretary makes a proposed regulation
s0 effective, he shall, as expeditiously as possible, give interested per-
sons prompt notice of his action under this subsection, provide reason-
able opportunity for an informal hearing on the proposed regulation,
and ez'thef' affirm, modify, or revoke such proposed requlation.
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“JUDICIAL REVIEW
“ A pplication of Section

“Src.517. (a) Notlater than thirty days after—

“(1) the promulgation of a regulation under section 513 classi-
fying a device in class I or changing the classification of a device
to cZzss I or an order under subsection (f)(2) of such section

reglas:n' fying a device or denying a petition for reclassification of

a device,

“(2) the promulgation of a regulation under section 61} estab-
(liishing, amending, or revoking a performance standard for a

evice,

“(3) the issuance of an order under section 514(b)(2) or 616
() (8) (B) denying a request for reclassification of a device,

“(4) the promulgation of a regulation under paragraph (3) of
section 515 (b) requiring a device to have an approval of a pre-
market application, a regulation wnder paragraph (4) of that
section amending or revoking a regulation under paragraph (3),
or an order pursuant to section §15(g) (1) or 615(g) (f;)](a),

“(5) the promulgation of a regulation under section 516 (other
than a proposed regulation made effective under subsection (b) of
such section upon the requlation’s publication) making a device @
banned device, ;

“(6) the issuance of an order under section 520(f) (2), or

“(7) an order under section 520(g) (}) disapproving an appli-
cation for an exemption of a device for investigational use or an
order under section 620(g) (8) withdrawing such an exemption
for a device,

any person adversely affected by such regulation or order may file a
petition with the United States Court of Appeals for the District
of Columbia or for the circuit wherein such person resides or has his
principal place of business for judicial review of such regulation or
order. A copy of the petition shall be transmitted by the clerk of the
court to the Secretary or other officer designated by him for that pur-
pose. The Secretary shall file in the court the record of the proceedings
on which the Secretary based his regulation or order as provided in
section 2112 of title 28, United States Code. For purposes of this sec-
tion, the term ‘record’ means all notices and other matter published in
the Federal Register with respect to the regulation or order reviewed,
all information submitted to the Secretary with respect to such regula-
tion or order, proceedings of any panel or advisory committee with re-
spect to such requlation or order, any hearing held with respect to
such regulation or order, and any other information identified by the
Secretary, in the administrative proceeding held with respect to such
regqulation or order, as being relevant to such regulation or order.

“Additional Data, Views, and Arguments

“(b) If the petitioner applies to the court for leave to adduce addi-
tional data, views, or arguments respecting the regulation or order
being reviewed and shows to the satisfaction of the cowrt that such
additional data, views, or arguments are material and that there were
reasonable grounds for the petitioner's failure to adduce such data,
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views, or arguments in the proceedings before the Secretary, the court
may order the Secretary to provide additional opportunity for the
oral presentation of data, views, or arquments and for written sub-
missions. The Seoretary may modify his findings, or make new find-
ings by reason of the additional data, views, or arguments sc taken
and shall file with the court such modified or new findings, and his
recommendation, if any, for the modification or setting aside of the
regulation or order being reviewed, with the return of such additional
data, views, or arguments.

“Standard for Review

“(c) Upon the filing of the petition under subsection (a) of this sec-
tion for judicial review of a regulation or order, the court shall have
jurisdiction to review the regulation or order in accordamce with
chapter? of title &, United States Code, and to grant appropriate relief,
including interim relief, as provided in mz chapter. A regulation
described in paragraph (2) or (5) of subsection (a) and an order
issued after the review provided by section 515(g) shall not be af-
firmed if it is found to be unsupported by substantial evidence on the
record taken as o whole.

“Finality of Judgmenis

“(@) The judgment of the court affirming or setting aside, in whole
or in part, any regulation or order shall be final, subject to review by
the Supreme Court of the United States upon certiorari or certifica-
tion, as provided in section 125} of title 28 of the United States Code.

“Other Remedies

“(e) The remedies provided for in this section shall be in addi-
tion to and mnot in liew of any other remedies provided by low.

“Statement of Reasons

“(f) To facilitate judicial review wnder this section or under any
other provision of law of a regulation or order issued under section
513, 61}, 615, 616, 518, 619, 520, or 521 each such regulation or order
shall contain'a statement of the reasons for its issuance and the basis,
in the record of the proceedings held in connection with its issuance,
for its issuance.

“NOTIFICATION AND OTHER REMEDIES
“Notification
“SEc.518. (a If the Secretary determines that—

“(1) a device intended for human use which is introduced or
delivered for introduction into interstate commerce for com-
mercial distribution presents an unreasonable risk of substantial
harm to the public health, and

“(2) notification under this subsection is necessary to eliminate
the unreasonable risk of such harm and no more practicable means
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8 awailable under the provisions of this Act (other than this sec-

tion) to eliminate such risk,
the Secretary may issue such order as may be necessary to assure that
adequate notification is provided in an appropriate form, by the per-
sons and means best suited under the circumstances involved, to all
health professionals who prescribe or use the device and to any other
person (including marufacturers, importers, distributors, retailers,
and device usersi who should properly receive such notification in order
to eliminate such risk. An order under this subsection shall require that
the individuals subject to the risk with respect to which the order is to
be issued be included in the persons to be notified of the risk unless
the Secretary determines that notice to such individuals would present
a greater danger to the health of such individuals than no such noti=
fication. If the Secretary makes such a determination with respect to
such individuals, the order shall require that the health professionals
who prescribe or use the device provide for the notification of the
individuals whom the health professionals treated with the device of
the risk presented by the device and of any action which may be taken
by or on behalf of such individuals to eliminate or reduce such risk.
Before issuing an order under this subsection, the Secretary shall con-
sult with the persons who are to give notice under the order.

“Repair, Replacement, or Refund

“(0) (1) (A) If, after affording opportunity for an informal hear-
ing, the Secretary determines that—

“(i) a device intended for human use which is introduced or
delivered for introduction into interstate commerce for commenr-
cial distribution presents an unreasonable risk of substantial harm
to the public health,

“(it) there are reasonable grounds to believe that the device
was not properly designed and manufactured with reference to
;he state of the art as it exists at the time of its design and manu-

acture,

“(7) there are reasonable grounds to believe that the unreason-
able risk was not caused by failure of a person other than a manu-
facturer, importer, distributor, or retailer of the device to exer-
cise due care in the installation, maintenance, repair, or use of the
device, and

“() the notification authorized by subsection (a) would not
by itself be sufficient to eliminate the unreasonable risk and action
described in paragraph (2) of this subsection is necessary to elimi-
nate such risk,

the Secretary may order the manufacturer, importer, or any distribu-
tor of such device, or any combination of surh persons, to submit to
him with'n a reasonable time a plan for taking one or more of the
actions described in paragraph (2). An order issued under the
preceding sentence which s directed to more than one person shall
specifu which person may decide which action shall be ‘taken under
such plan and the person specified shall be the person who the Seere-
tary determines bears the principal. ultimate financial responsibility
for action taken under the plan unless the Seoretary cannot determine
who bears such responsibility or the Secretary determines that the pro-
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tection of the public health requires that such decision be made by a
person (including a device user or health professional) other .than
the person he determines bears such responsibility.

“(B) The Secretary shall approve o plan submitted pursuant to an
order issued under subparagraph (A) unless he determines (after

«affording opportunity for an informal hearing) that the action or
actions to be taken under the plan or the manner in which such action
or actions are to be taken wnder the plon will not assure that the
unreasonable risk with respect to which such order was issued will be
eliminated. I'f the Secretary disapproves a plan, he shall order a revised
plan to be submitted to him within a reasonable time. If the Secreta
determines (after affording opportunity for an informal hearing
that the revised plan is unsatisfactory or if mo revised plan or no
wmitial plan has been submitted to the Secretary within the prescribed
time, the Secretary shall (¢) prescribe a plan to be carried out by the
person or persons to whom. the order issued under subparagraph (A4)
was directed, or (i) after affording an opportunity for an informal
hearing, by order prescribe a plan to be carried out by a person who is
a manufacturer, importer, distributor, or retailer of the device with
respect to which the order was issued but to whom the order under
subparagraph (A) was not directed.

“(2) The actions which may be taken under a plan submitted under
an order issued under paragraph (1) are as follows:

“(A4) To repair the device so that it does not present the un-
reasonable risk of substantial harm with respect to which the
order under paragraph (1) was issued.

“(B) To replace the device with a like or equivalent device
jZMCh 18 in conformity with all applicable requirements of this

ct.

“(O) To refund the purchase price of the device (less a rea-
sonable allowance for use if such device has been in the possession
of the device user for one year or more—

( ‘; (2) at the time of motification ordered under subsection
a), or
“(é) at the time the device user receives actual notice of
the unreasonable risk with respect to which the order was
issued under paragraph (1),
whichever first occurs). :

“(8) No charge shall be made to any person (other than a manu-
facturer, importer, distributor or retailer) for availing himself of any
remedy, described in paragraph (2) and provided under an order is-
sued under paragraph (1), and the person subject to the order shall
reimburse each person (other than a manufacturer, importer, distribu-
tor, or retailer) who is entitled to such a remedy for any reasonable and
foreseeable expenses actually incurred by such person in availing him-
self of such remedy.

“Reimbursement

“(e) An order issued under subsection (b) with respect to a device
may require any person who 8 a manufacturer, importer, distributor,
or retailer of the device to reimburse any other person who is a manu-
facturer, importer, distributor, or retailer of such device for such other
person’s expenses actually incurred in connection with carrying out the

-
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order if the Secretary determines such reimbursement is required for
the protection of the Zm:,bh'c health. Any such requirement shall not
affect any rights or obligations under any contract to which the person
receiving resmbursement or the person making such reimbursement

8 a party.
: “Effect on Other Liability

“(d) Compliance with an order issued wnder this section shall not
relieve any person from liability under Federal or State law. In award-
ing damages for economic loss in an action brought for the enforce-
ment of any such liability, the value to the plaintiff in such action of
any remedy provided him under such order shall be taken into account.

“RECORDS AND REPORTS ON DEVICES

“@eneral Rule

“Skc. 619. (a) Ewvery person who i8 a manufacturer, importer, or
distributor of a device intended for human use shall establish and
mainiain such records, make such reports, and provide such informa-
tion, as the Secretary may by regulation reasonably require to assure
that such device is not adulterated or misbranded and to otherwise as-
sure its safety and effectivenecss. Regulations prescribed under the
preceding sentence— ; :

“(1) shall not impose 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;

“(2) which prescribe the procedure for making requests for
reports or information shall require that each request made under
such regulations for submission of a report or information to
the Secretary state the reason or purpose for such request and
identify to the fullest ewtent practicable such report or informa-
tion,

“(8) which require submission of a report or information to
the Secretary shall state the reason mrpose for the submis-
sion of such report or information identify to the fullest
extent practicable such report or information; ) v

“(}) may not require that the identity of any patient be dis-
closed in records, reports, or information required under this sub-
section unless required for the medical welfare of an individual,
to determine the safety or effectiveness of a device, or to verify
a record, report, or information submitted under this Act; and

“(5) may not require a manufacturer, importer, or distri-
butor of a class I device to— ol o AP

“(AY maintain for such & device records respecting infor-
mation not in the possession of the manufacture, importer,
or distributor, or

“(B) to submit for such a device to the Secretary any re-
port or information— \ )

“(2) mot in the possession of the manufacturer, im-
porter, or distributor, or

H.Rept. 94-1090 --~ 4
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“(#) on a periodic basis,

unless such report or information is necessary to determine

if the device should be reclassified or if the device is adul-

terrated or misbranded.
In prescribing such requlations, the Secretary shall have due
regard for the proféessional ethics of the medical profession and
the interests of patients. The prohibitions of paragraph (4) of
this subsection continue to apply to records, reports, and infor-
mation concerning any individual who has been a patient, irre-
spective of whether or when he ceases to be a patient.

“Persons Exempt

“(b) Subsection (a) shall not apply to—

“(1) any practitioner who 18 licensed by law to prescribe or
administer devices intended for use in humans and who manu-
factures or imports devices solely for use in the course of his pro-
fessional practice;

“(2) any person who manufactures or imports devices intended
for use in humans solely for such person’s use in research or teach-
ing and not for sale (including any person who uses a device un-
der an exemption granted under section 520(g)); and

“(8) any other class of persons as the Secretary may by regula-
tion exempt from subsection (@) upon a finding that compliance
with the requirements of such subsection by such class with re-
spect to a device i8 not necessary to (A) assure that a device is
not adulterated or misbranded or (B) otherwise to assure its
safety and effectiveness.

“QENERAL PROVISIONS RESPECTING CONTROL OF DEVICES INTENDED FOR
HUMAN USE

“General Rule

“Sro. 620. (a) Any requirement authorized by or under section
501, 602, 510, or 519 applicable to o device intended for human use
shall apply to such device until the applicability of the reguirement
to the device has been changed by action taken under section 513, 614,
or 615 or under subsection (g) of this section, and any requirement
established by or under section 501, 502, 510, or 519 which is incon-
sistent with a requirement imposed on such device under section 61/
or 615 or under subsection (g) of this section shall not apply to such
device.

“Custom Devices

“(b) Sections 51} and 515 do not apply to any device which, in order
to comply with the order of an individual physician or dentist (or an
other specially qualified person designated under requlations promul-
gated by the Secretary after an opportunity for an oral hearing) nec-
essarily deviates from am otherwise applicable performance standard
or requirement prescribed by or under section 515 if (1) the device
s not generally available in finished form for purchase or for dispens-

-

31

ing upon prescription and is not offered through labeling or advertis-
ing by the manufacturer, importer, or distributor thereof for com-
mercial distribution, ond (2) such device—
“(A) (2) s intended for use by an individual patient named
in such order of such physician or dentist (or other specially
ualified person so designated) and is to be made in a specific
}Iorm for such patient, or
“(42) in intended to meet the special needs of such physician or
dentist (or other specially qualified person so designated) in the
course of the professional practice of such physician or dentist
(or other specially qualified person so designated), and
“(B) is mot generally available to or generally used by other
physicians or dentists (or other specially qualified persons so
designated).

“Trade Secrets

“(¢) Any information reported to or otherwise obtained by the
Secretary or his representative under section 513, 514, 515, 516, 618,
619, or 704 or under subsection (f) or (g) of this section which is
exempt from disclosure pursuant to subsection (a) of section 552 of
title 6, United States Code, by reason of subsection (b)(4) of such
section shall be considered confidential and shall not be disclosed and
may not be used by the Secretary as the basis for the reclassification
of a device under section 513 from class 111 to class I1 or as the basis
for the establishment or amendment of a performance standard under
section 514 for a device reclassified from class 111 to class 11, except
that such information may be disclosed to other officers or employees
concerned with carrying out this Act or when relevant in any proceed-
tng wnder this Act (other than section 513 or 51} thereof).

“Notices and Findings

“(d) Each notice of proposed rulemaking under section 613, 514,
515, 516, 518, or 519, or under this section, any other notice which s
published in the Federal Register with respect to any other action
taken under any such section and which states the reasons for such
action, and each publication of findings required to be made in con-
nection with rulemaking under any such section shall set forth—

“(1) the manner in which interested persons may examine data
and other information on which the notice or findings is based, and

“(2) the period within whick interested persons may present
their comments on. the notice or findings (including the need
therefor) orally or in writing, which period. shall be at least siwty
days but may not exceed ninety days unless the time is extended by
the Secretary by a notice published in the Federal Register stat-
ing good cause therefor.

“Restricted devices

“(e) (1) The Secretary may by regulation require that a device be
restricted to sale, distribution, or use—
“(A) only upon the written or oral authorization of a practi-
tioner licensed by law to administer or use such device, or
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“(B) wpon such other conditions as the Secretary may prescribe
n such regulation, :
if, because of its potentiality for harmful effect or the collateral meas-
ures necessary to its uses the Secretary determines that there cannot
otherwise be reasonable assurance of its safety and effectiveness. No
condition prescribed under subparagraph (B) may restrict the use
of a device to persons with specific training or emperience in. its use or
to persons for use in certain facilities unless the Secretary determines
that such a restriction is required for the safe and effective use of the
device. No such condition may exclude a person from using a device
solely because the person does not have the training or esperience to
make him eligible fo'r certification by a certifying board recognized by
the American Board of Medical Specialties or has not been certified by
such a Board. A device subject to a regulation under this subsection is
a restricted device. g
“(2) The label of a restricted device shall bear such appropriate
statements of the restrictions required by a regulation under para-
graph (1) as the Secretary may in such regulation prescribe.

“GO0D MANUFACTURING PRACTICE REQUIREMENTS

“(f) (1) (4) The Secretary may, in accordance with subparagraph
(B), prescribe regulations requiring that the methods used in, and the
facilities and controls used for, the manufacture, packing, storage,
and installation of a device conform to current good manufacturing
practice, as preseribed in such regulations, to assure that the device
will be safe and effective and otherwise in compliance with this Act.

“(B) Before the Secretary may promulgate any regulation under
subparagraph (A) he shall—

“(4) afford the adwisory committee established under para-
graph (3) an opportunity to submit recommendations to him. with
respect to the regulation proposed to be promulgated, and

“(i2) afford opportunity for an oral hearing.

The Secretary shall provide the advisory committee a reasonable time
to make its recommendation with respect to proposed regulations un-
der subparagraph (A).

“(2) (4) Any person subject to any requirement prescribed by reg-
ulations under paragraph (1) may petition the Secretary for an ex-
emption or variance from such requirement. Such a petition shall be
sub.za,z'tt/,elz t(;ufllze— Secretary in such form and manner as he shall pre-
scribe and 8.

“(2) in the case of a petition for an exemption from a require-
ment, set forth the basis for the petitioner's determination that
compliance with the requirement is not required to assure that the
c?m’ch will be safe and effective and otherwise in compliance with
this Aot,

“(#) in the case of a petition for a variance from a require-
ment, set forth the methods proposed to be used in, and the facili-
ties and controls proposed to be used for, the manufacture, pack-
ing, storage, and installation of the device in liew of the methods,
facilities, and controls prescribed by the requirement, and

“(iit) contain such other information as the Secretary shall
prescribe.

.
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“(B) The Secretary may refer to the advisory committee established
under paragraph (3) any petition submitted under subparagraph
(A). The adwvisory committee shall report its recommendations to the
Secretary with respect to a petition referred to it within sizty days
of the date of the petition’s referral. Within sixty days after—

“(2) the date the petition was submitted to the Secretary under
subparagraph (A), or

“(42) of the petition was referred to an adwisory commitiee, the
expiration of the sixty-day period beginning on the date the peti-
tion was referred to the advisory committee,

whichever occurs later, the Secretary shall by order either deny the
petition or approve it.

“(0) The Secretary may approve—

“(2) a petition for an exemption for a device from a require-
ment if he determines that compliance with such requirement is
not required to assure that the device will be safe and effective
and ot%erwise in compliance with this Act, and

“ (i) a petition for a variance for a.device from a requirement
if he determines that the methods to be used in, and the facilities
and controls to be used for, the manufacture, packing, storage,
and installation of the device in liew of the methods, controls, and
facilities prescribed by the requirement are sujficient to assure that
the device will be safe and effective and otherwise in compliance
with this Act. ;

An order of the Secretary approving a petition for a variance shall
prescribe such conditions respecting the methods used in, and the
facilities and controls used for, the manufacture, packing, storage,
and installation of the device to be granted the variance under the
petition as may be necessary to assure that the device will be safe and
effective and otherwise in compliance with this Act.

“(D) After the issuance of an order under subparagraph (B) re-
specting a petition, the petitioner shall have an opportunity for an
informal hearing on such order.

“(3) The Secretary shall establish an advisory committee for the
purpose of advising and making recommendations to him with respect
to regulations proposed to be promulgated under paragraph (1) (4)
and the approval or disapproval of petitions submitted under para-
graph (2). The advisory committee shall be composed of nine mem-
bers as follows:

“(A) Three of the members shall be appointed from persons
who are officers or employees of any State or local government
or of the Federal Government.

“(B) Two of the members shall be appointed from persons
who are representative of interests of the device manufacturing
industry; two of the members shall be appointed from persons
who are representative of the interests of physicians and other
health professionals; and two of the members shall be representa-
tive of the interests of the general public.

Members of the advisory committee who are not officers or employees
of the United States, while attending conferences or meetings of the
committee or otherwise engaged in its business, shall be entitled to
receive compensation at rates to be fived by the Secretary, which
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rates may not exceed the daily equivalent of the rate in effect for grade
G'S-18 of the General Schedule, for each day (including traveltime)
they are so engaged; and while so serving away from their homes or
regular places of business each member may be allowed travel ex-
penses, wncluding. per diem in liew of subsistence, as authorized by
section 5703 of title & of the United States Code for persons in the
Government service employed intermittently. The Secretary shall des-
ignate one of the members of the aduvisory committee to serve as its
chairman. The Secretary shall furnish the advisory committee with
clerical and other assistance. Section 14 of the Federal Advisory Com-
mittee Act shall not apply with respect to the duration of the advisory
committee established under this paragraph.

“Haemption for Devices for Investigational Use

“(9)(1) It is the purpose of this subsection to encourage, to the
extent consistent with the protection of the public health and safety
and with ethical standards, the discovery and development of useful
devices intended for human use and to that end to maintain optimwm
freedom for scientific investigators in their pursuit of that purpose.

“(2) (A) The Secretary shall, within the one hundred and twenty-
day period beginning on the date of the enactment of this section,
by regulation prescribe procedures and conditions under which devices
intended for human use may upon application be granted an exemp-
tion from the requirements of section 502, 510, 514, 615, 616, 519, or
706 or subsection (e) or (f) of this section or from any combination
of such requirements to permit the investigational use of such devices
by experts qualified by scientific training and experience to investi-
gate the safety and effectiveness of such devices. :

“(B) The conditions prescribed pursuant to subparagraph (A)
shall include the following :

“(2) A requirement that an application be submitted to the
Secretary before an exemption may be granted and that the ap-
plication be submitted in such form and manner as the Secretary
shall specify.

“(it) A requirement that the person applying for an exemption
for a device assure the establishment and maintenance of such
records, and the making of such reports to the Secretary of dota
obtained as a result of the investigational use of the device dur-
ing the exemption, as the Secretarv determines will enable him to
assure compliance with such conditions, review the progress of
the investigation, and evaluate the safety and effectiveness of
the device.

“(#t) Such other requirements as the Secretary may determine
to be necessary for the protection of the public health and safety.

“(C) Procedures and conditions presoribed pursuant to subpara-
graph (A) for an exemption may appropriately vary depending on
(¢) the scope and duration of clinical testing to be conducted under
such exemption, (i) the number of hwman subjects that are to be
involved in such testing, (i) the need to permit changes to be made
in the device subject to the exemption during testing conducted in
accordance with a clinical testing plan required under paragraph
(3)(A), and (iv) whether the clinical testing of such device is for
the purpose of developing data to obtain approval for the commercial
distribution of such device.
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“(3) Procedures and conditions prescribed pursuant to paragraph
(2) (A) shall require, as a condition to the exemption of any device
to be the subject of testing involving human subjects, that the person
applying for the evemption—

“(A) submit a plan for any proposed clinical testing of the
-device and a report of prior investigations of the device (includ-
ing, where appropriate, tests on animals) adequate to justify the
proposed clinical testing—

“(¢) to the local institutional review committee which has
been established in accordance with regulations of the Secre-
tary to supervise clinical testing of dewvices in the facilities
where the proposed clinical testing s to be conducted, or-

“(2) to the Secretary, if—

“(I) no such committee exists, or
“(II) the Secretary finds that the process of review
by such committee is inadequate (whether or not the
plan for such testing has been approved by such
committee),
for review for adequacy to justify the commencement of such
testing; and, unless the plan and report are submitted to the
Secretary, submit to the Secretary a summary of the plan and o
report of prior investigations of the device (including, where
appropriate, tests on animals) ;

“(B) promptly notify the Secretary (under such circumstances
and in such manner as the Secretary prescribes) of approval by a
local institutional review committee of any clinical testing plan
submitted to it in accordance with subparagraph (4);

“(C0) in the case of a 'device to be distributed to investigators
for testing, obtain signed agreements from each of such investi-
gators that any testing of the device involving human subjects
will be under such investigator’s supervision and in accordance
with suql:gamgmpk (D) and submit such agreements to the Secre-
tary, a

“(D) assure that informed consent will be obtained from each
human subject (or his representative) of proposed clinical testing
involving such device, except where subject to such conditions as
the Secretary may prescribe, the investigator conducting or super-
vising the proposed clinical testing of the device determines in
writing that there exists a life threatening situation involving the
human subject of such testing which necessitates the use of such
device and it is not feasible to obtain informed consent from the
subject and there i8 not sufficient time to obtain such consent from
his representative.

The determination required by subparagraph (D) shall be concurred
in by a licensed physician who i3 not tnvolved in the testing of the
human subject with respect to which such determination is made unless
immediate use of the device is required to save the life of the human
subject of such testing and there is not sufficient time to obtain such
concurrence.

“(4) (4) An application, submitted in accordance with the proce-
dures prescribed by regulations under paragraph (2), for an exemp-
tion for a device (other than an exemption from section 516) shall be
deemed approved on the thirticth day after the submission of the ap-



36

plication to the Secretary unless on or before such day the Secretary
by order disapproves the application and notifies the applicant of the
desapproval of the application.

“(B) The Secretary may disapprove an application only if he finds
that the investigation with respect to which the application is sub-
mitted does mot conform to procedures and conditions presecribed
under regulations under paregraph (2). Such a notification shall con-
tain the order of disapproval and a complete statement of the reasons
for the Secretary’s disapproval of the application and afford the ap-
plicant opportunity for an informal hearing on the disapproval order.

“(8) The Secretary may by order withdraw an exemption granted
under this subsection for a device if the Seeretary determines that the
conditions applicable to the device under this subsection for such ex-
emption are not met. Such an order may be issued only after oppor-
tunity for an informal hearing, except that such an order may be is-
sued befor the provision of an opportunity for an informal hearing if
the Secretary determines that the continuation of testing under the
exemption with respect to which the order s to be issued will result in
an unreasonable risk to the public health.

“Release of Safety and E'ffectiveness Information

“(R) (1) The Secretary shall promulgate requlations under which o
detailed summary of information respecting the safety and effective-
ness of a device which information was submitted to the Secretary and
which was the basis for—

“(4) an order under section 516(d) (1) (A) approving an ap-
plication for premarket approval for the device or denying ap-
proval of such an application or an order under section 615(e)
withdrawing approval of such an application for the device,

“(B) an order wunder section 615(f)(6)(A) revoking an
approved protocol for the device, an order under section 515(f) (6)
(B) declaring a protocol for the device completed or not com-
pleted, or an order under section 515(f) (7) revoking the approval
of the device, or

“(C) an order approving am application under subsection (g)
for an exemption for the device from section 516 or an order dis-
approving, or withdrawing approval of. an application for an
exemption under such subsection for the device,

shall be made available to the public upon issuance of the order. Sum-
maries of information made available pursuant to this paragraph
respecting a device shall include information. respecting any adverse
effects on health of the device.

“(2) The Secretary shall promulgate regulations under which each
advisory committee established under section 515(9)(2) (B) shall
make available to the public a detailed summary of information
respecting the safety and effectiveness of a device which information
was submditted to the advisory committee and which was the basis for
it8 recommendation to the Secretary made pursuant to section 515(g)
(2) (4). A summary of information upon which such a recommenda-
tion i3 based shall be made available pursuant to this paragraph only
after the issuance of the order with respect to which the recommenda-
tion was made and each summary shall include information respecting
any adverse effect on health of the device subject to such order.
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“(8) Amy information respecting a device which is made available
pursuant to paragraph (1) or (2) of this subsection (A) may not be
used to establish the safety or effectiveness of another device for pur-
poses of this Act by any person other than the person who submitted
the information so made available, and (B) shall be made available
subject to subsection (c) of this section.

“Proceedings of Advisory Panels and Committees

“(7) Each pamel under section 513 and each advisory committee
established under section 514(g) (5) (B) or 515(g) or under subsec-
tion (f) of this section shall make and maintain a transeript of any
proceeding of the panel or committee. Each such panel and commitice
shall delete from any transcript made pursuant to this subsection
information which wunder subsection (csmof this section is to be

considered confidential.

“Traceability Requirements

“(4) No regulation under this Act may impose on a ty;)e or class of
evice requirements for the traceability of such type or class of device
wnless such requirements are necessary to assure the protection of the
public health.
“Research and Development

“(k) The Secretary may enter into contracts for research, testing,
and demonstrations respecting devices and may obtain devices for
research, testing, and demonstration purposes without regard to sec-
gz)om 3648 and 3709 of the Revised Statutes (31 U.8.C. 629, 41 U.S.C.

“T'ransitional Provisions for Devices Considered as New Drugs or
Antibiotic Drugs

“() gl) Any device intended for human use—

“(A) for which on the date of enactment of the Medical Device
Amendments of 1976 (hereinafter in this subsection referred to as
the ‘enactment date’) an approval of an application submitied
under section 505 (b) was in effect;

“(B) for which such an application was filed on or before the
enactment date and with respect to which application no order
of approval or refusing to approve had been issued on such date
under subsection (¢) or (d) of such section;

“(0) for which on the enactment date an ewemption under
subsection (¢) of such section was in effect;

“(D) which is within a type of device described in subpara-
graph (4), (B),or (C) and is substantially equivalent to another
device within that type;. :

“(E) which the Secretary in a notice published in the Federal
Register before the enactment date has declared to be a new drug
subject to section 505 ; or

“(F) with respect to which on the enactment date an action is
pending in a United States court under section 302, 303, or 304
for an alleged violation of a prevision of section 301 which en-
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forces a requirement of section 506 or for an alleged violation of
section 605 (a),
i8 classified in class IIT wnless the Secretary in response to a petition
a;;bmitted under paragraph (2) has classified such device in class I or

“(2) The manufacturer or importer of a device classified under
paragraph (1) may petition the Secretary (in such form and manner
as he shall prescribe) for the issuance of an order classifying the
device in class I or class I1. Within thirty days of the filing of such
petition, the Secretary shall notify the petitioner of any deficiencics
in the petition which prevent the Secretary from making a decision
on the petition. Ewcept as provided in paragraph (3) (D) (i), within
one hundred and eighty days after the filing of a petition under this
paragraph and after affording the petitioner an opportunity for an
informal hearing, the Secretary shall, after consultation with the
appropriate panel under section 513, by order either deny the petition
or order the classification, in accordance with the criteria prescribed
bzz/ 3e?tlz'on 513(a) (1) (A4) or 513(a) (1) (B), of the device in class I or
class I1.

“(3)(A) In the case of a device which is described in paragraph
(1) (4) and which is in class I1]—

“(i) such device shall on the enactment date be considered a
device with an approved application under section 516, and

“(#) the requirements applicable to such dewvice before the
enactment date under section 505 shall continue to apply to such
device until changed by the Secretary as authorized by this Act.

“(B) In the case of a device which is described in paragraph (1)
(B) and which is in class II1, an application for such device shall be
considered as having been filed under section 515 on the enactment date.
The period in which the Secretary shall act on such application in ac-
cordance with section 515(d) (1) shall be one hundred and eighty
days from the enactment date (or such greater period as the Secretary
and the applicant may agree upon after the Secretary has made the
finding required by section 615(d) (1) (B) (2)) less the number of days
in the period beginning on the date an application for such device
was filed under section 505 and ending on the enactment date. After
the expiration of such period such device is required, unless edempt
under subsection (g), to hawve in effect an approved application under
section 515. :

“(0) A device which is described in paragraph (1) (C) end which
i8 in class I11 shall be considered a new drug until the ewpiration of
the ninety-day period beginning on the date of the promulgation of
requlations under subsection (g) of this section. After the expiration
of such period such device is required, unless exempt under subsection
(9), to have in effect an approved application under section 615.

. “(D) (i) Except as provided in clauses (it) and (iii), a device which
ig described in subparagraph (D), (E), or (F) of paragraph (1) and
which is in class I11 is required, unless exempt under subsection (g)
of this section, to have on and after siwty days after the enactment
da‘fe(; ??;, eI ;}feect an approved application under section 515.
m —
“(I) a petition is filed under paragroph (2) for a device de-
scribed in subparagraph (D), (E), or (F) of paragraph (1), or
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“(II) an application for premarket approval is filed under sec-
tion 615 for such a device,

within the siwty-day period beginming on the enactment date (or
within such greater period as the Secretary, after making the finding
required under section 515(d) (1) (B), and the petitioner or applicant
may agree upon), the Secretary shall act on such petition or applica-
tion in accordance with paragraph (2) or section 515 except that the
period within which the Secretary must act on the petition or applica-
tion shall be within the one hundred and twenty-day period begin-
may agree upon), the Secretary shall act on such petition or applica-
or application i3 filed within such sixty-day (or greater) {em'od, clause
(7) of this subparagraph shall not apply to such device before the ew-
piration of such one hundred and twenty-day period, or if such peti-
tion is denied or such application is denied approval, before the date
of such denial, whichever occurs first.

“(4t) In the case of a device which is described in subparagraph
(E) of paragraph (1),which the Secretary in a notice published in the
Fedemlp Register after March 31, 1976, declared to be a new drug sub-
ject to section 605, and which is in class I1[—

“(I) the device shall, after eighteen months after the enactment
date, have in effect an approved application under section 615
unless exempt under subsection (g) of this section, and
“(II) the Secretary may, during the period beginning one hun-
dred and eighty days after the enactment date and ending eighteen
months after such date, restrict the use of the device to investi-
gational use by ewperts qualified by scientific training and ew-
perience to investigate the safety and effectiveness of such device,
and to inwestigational use in accordance with the requirements
applicable under regulations under subsection (g) of this section
to tnwestigational use of devices gramted an exemption under such
subsection.
If the requirements under subsection (g) of this section are made
applicable to the investigutional use of such a device, they shall be
made applicable in such a manner that the device shall be made reason-
ably available to physicians meeting appropriate qualifications pre-
scribed by the Secretary.

“(4) Any device intended for human use which on the enactment
date was subject to the requirements of section 507 shall be subject to
such reguirements as follows:

(A) In the case of such a device which is classified into class I,
such requirements shall apply to such device until the effective
date of the rejgulatz'on classifying the device into such class.

“(B) In the case of such a device which is classified into class
11, such requirements shall apply to such device until the effective
date of a performance standard applicable to the device under
section 614.

“(0) In the case of such a device which i3 classified into class
111, such requirements shall apply to such device until the date on
whach the device i required to have in effect an approved appli-
cation under section 515.
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“STATE AND LOCAL REQUIREMENTS RESPECTING DEVICES
“General Rule

“Sge. 521. (a) Ewxcept as provided in subsection (b), no State or
political subdivision of a State may establish or continue in effect with
respect to a device intended for human use any requirement—

“(1) which is different from, or in addition to, any requirement
applicable under this Act to the device, and

“(2) which relates to the safety or effectiveness of the device
or to any other matter included in a requirement applicable to the
device under this Act.

“Ezempt Requirements

“(0) Upon application of a State or a political subdivision thereof,
the Secretary may, by regulation promulgated after notice and oppor-
tunity for an oral hearing, exempt from subsection (a), under such
conditions as may be prescribed in such regulation, a requirement of
such State or political subdivision applicable to a device intended for
human use if—

“(1) the requirement is more stringent than a requirement
under this Act which would be applicable to the device if an
exemption were not in effect under this subsection; or

“(2) the requirement—

“(A). is required by compelling local conditions, and
“(B) compliance with the requirement would not cause the
dewice to be in violation of any applicable requirement under
this Aet.”
CONFORMING AMENDMENTS

Amendments to Section 201

Sec. 3. (a) (1) (A) Paragraph (h) of section 201 is amended to
read as follows:
- “(h) The term ‘device’ (except when used in paragraph (n) of this
sectron and in section 301(3), 403(f), 602(c), and 602(c)) means an
nstrument, apparatus, implement, machine, contrivance, implant, in
vitro reagent, or other similar or related article, including any com-
ponent, part, or accessory, which is—

“(1) recognized in the official National Formulary, or the

. United States Pharmacopeia, or any supplement to them,

“(2) intended for use in the diagnesis of disease or other con-
ditions, or in the cure, mitigation, treatment, or prevention of
disease, in man or other animals, or

“(3) intended to affect the structure or any function of the
body of man or other animals, and

which does not achieve any of its principal intended purposes through
chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achievement
of any of its principal intended purposes.” i

(B) Section 15(d) of the Federal Trade Commission Act is amended
to read as follows:

-
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“(d) The term ‘device’ (except when used in subsection (a) of this
section) means an instrument, apparatus, implement, machine, con-
trivance, implant, in vitro reagent, or other similar or related article,
including any component, part, or accessory, which is—

“(1) recognized in the official National Formulary, or the United
States Pharmacopeia, or any supplement to them,

“(2) intended for use in the diagnosis of disease or other con-
ditions, or in the cure, mitigation, treatment, or prevention of dis-
ease, in man or other animals, or

“(3) intended to affect the structure or any function of the body

' oﬂf man or other animals, and
which does not achieve any of its principal intended purposes through
chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achievement
of any of its principal intended purposes.”.

(2) Section 201 is amended by adding at the end the following:

“(y) The term ‘informal hearing’ means a hearing which is not
subject to section 554, 556, or 557 of title 5 of the United States Code
and which provides for the following :

“(1) The presiding officer in the hearing shall be designated by
the Secretary from officers and employees of the Department of
Health, Education, and Welfare who have mot participated in
any action of the Secretary which is the subject of the hearing
and who are not directly responsible to an officer or employee of
the Department who has participated in any such action.

“(2) Each party to the hearing shall have the right at all times
to be advised and accompanied by an attorney.

“(3) Before the hearing, each party to the hearing shall be
given reasonable notice of the matters to be considered at the
hearing, including a comprehensive statement of the basis for
the action taken or proposed by the Secretary which is the sub-
ject of the hearing and a gemeral swmmary of the information
which will be presented by the Secretary at the hearing in support
of such action.

“(4) At the hearing the parties to the hearing shall have the
right to hear a full and complete statement of the action of the
Secretary which is the subject of the hearing together with the
information and reasons supporting such action, to conduct rea-
sonable questioning, and to present any oral or written informa-
tion relevont to such action.

“(85) The presiding officer in such hearing shall prepare a
written report of the hearing to which shall be attached all
written material presented at the hearing. The participants in the
hearing shall be given the opportunity to review and correct or
supplement the presiding officer’s report of the hearing.

“(8) The Secretary may require the hearing to be transcribed.
A partu to the hearing shall have the right to have the hearing
transcribed at his expense. Any transcription of a hearing shall
be included in the presiding officer’s report of the hearing.”

Amendments to Section 301

(8) (2) Section 301 is amended by adding at the end the following
new paragraphs:
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“(9),(1) The failure or refusal to (A) comply with any requirement
prescribed under section 618 or 520(g), or (pB) furnish any notifica-
tion or other material or information required by or under section
519 or 5620(g). ey

“(2) With respect to any device, the submission of any report that

8 required by or under this Act that is false or misleading in any
material respect.”.

© (%) Section 301(e) is amended by striking out “or” before “512”

and by inserting after “(m)” a comma and the following: “615(f),

or 519”.

(8) Section 301(j) is amended by inserting “510,” before “512”, by
inserting “613, 614, 615, 516, 518, 519, 620,” before “70}”, and by
striking out “or 706" and inserting in liew thereof “706, or 707”.

(4) Section 301(l) is amended (A) by inserting “or device” after
“drug” each time it occurs, and (B) by striking out “5056” and insert-
ing in lieuw thereof “505, 615, or 520(g), as the case may be”.

Amendmenis to Section 30),

(¢) Section 304(a) is amended (1) by striking out “device,” in
paragraph (1), and (2) by striking out “and” before “(C)” in para-
graph (2), and (3) by striking out the period at the end of that para-
graph and inserting in liew thereof a comma and the following: “and
(D) Any adulterated or misbranded device.”.

Amendments to Section 501

(@) Section 501 is amended by adding at the end the following new
paragraphs : . )
“(e) }) f it is, or purports to be or is represented as, a device which
8 subject to a performance standard established wnder section 514,
unless such device 8 in all respects in conformity with such standard.
“(f) (1) Ifitis aclass ITI dgm‘ce-—

“(4) (2) which is required by a regulation promulgated under
subsection (b) of section 515 to have an approval under such sec-
tion of an application for premarket approval and which is not
ewempt from section 515 under section 620(g), and

“(a) (1) for which an application for premarket approval or
a motice of completion of a product development protocol was not
filed with the »georetary within the ninety-day period beginming
on the date of the promulgation of such regulation, or

“(II) for which such an application was filed and approval of
the application has been demied or withdrawn, or such a notice
was filed and has been declared not completed or the approval of
the device under the protocol has been withdrawn;

“(B) (¢) which was classified ander section 513(f) into class
111, which under section 515(a) s required to have in effect an
approved application for premarket approval, and which is not
exempt from section 515 under section 520(g), and

“(#) which does not have such an application in effect; or
“20) which was classified under section 520(1) imto class 111,
which under such section is required to have in effect an approved
application under section 515, and which does not have such an
application in effect.
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“(2) (4) In the case of a device classified under section 513(F) into
class 111 and intended solely for investigational use, paragraph ef.f)
(B) shall not apply with respect to such cgem'oe during the period end-
ing on the ninetieth day a];;’er the date of the promulgation of the
regulations prescribing the procedures and conditions required by
section 520(g) (2).

“(B) In the case of a device subject to a regulation promulgated
under subsection (b) of section 615, paragraph (1) shall not apply
with respect to such device during the period ending—

“(2) on the last day of the thirtieth calendar month beginning
after the month in which the classification of the device in class
111 became effective under section 513, or
“(4) on the ninetieth day after the date of the promulgation of
such regulation,
whichever occurs later.

= (z) If it is a banned device.

“(h)1f it is a device and the methods used in, or the facilities or
controls used for, its manufacture, packing, storage, or installation
are not in conformity with applicable requirements under section
520(f) (1) or an applicable congition prescribed by an order under
section 620(f) (2).

“(¢) If it 13 a device for which an exemption has been granted under
section 520(g) for investigational use and the person who was granted
guch exemption or any inwestigator who uses such device under such
ewemption fails to comply with a requirement prescribed by or under
such section.”. i

Amendments to Section 502

() (1) Szction 502 is amended by adding at the end the following
new paragraphs:

“(q) In the case of any restricted device distributed or offered for
'sale wn any State, if (1) its advertising is false or misleading in any
particular, or (2) it i3 sold, distributed, or used in violation of requ-
lations prescribed under section 520 (e).

“(r) In the case of any restricted device distributed or ;ﬁered for
sale in any State, unless the manufacturer, packer, or distributor
thereof includes in all advertisements and other descriptive printed
matter issued or caused to be issued by the manufacturer, packer, or
distributor with respect to that device (1) a true statement of the
device’s established name as defined in section 502 (e), printed promi-
nently and in type at least half as large as that used for any trade or
brand name thereof, and (2) a brief statement of the intended uses
of the device and relevant warnings, precautions, side effects, and
contraindications and, in the case of 3pezzic devices made subject to
a finding by the Secretary after notice and opportunity for comment
that such action is necessary to protect the public health, a full descrip-
tion of the components of such device or the formula showing quanti-
tatively each ingredient of such device to the ewtent required in regu—~
lations which shall be issued by the Secretary after an opportunity
for a hearing. Except in extraordinary circumstances, no requlation
issued under this paragraph shall require prior approval by the Secre-
tary of the content of any advertisement and no advertisement of a
restricted device, published after the effective date of this paragraph
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shall, with respect to the matters specified in this paragraph or covered

by rehqulatwm issued hereunder, be subject to the Z;‘:'o(ff’%sz'oz;w of sections

19 ¢ rougk' 15 of the Federal Trade Commission Act (15 U.S.C.

62-55). T'his paragraph shall not be applicable to any printed matter

g'z%llu(ch)tke Secretary determines to be labeling as defined in section
m).

“(8) If it is a device subject to a performance standard established
under section 514, unless it bears such labeling as may be prescribed in
such performance standard.

“(t) Ifitisa device and there was a failure or refusal (1) to com-
ply with any requirement prescribed under ssction 518 respecting the
device, or (2) to furnish any material or information required by or
under section 519 respecting the device.”.

(2) Section 502( jf) is amended by inserting “or manner” after
- “dosage”.
Amendments to Section 801

; 1) (1) Section 801(d) is amended to read as follows:
‘(2) (1) A food, drug, device, or cosmetic intended for export shall
not be deemed to be adulterated or misbranded under this Act of it—
“(A) accords to the specifications of the foreign purchaser.
. “(B) 1is not in conflict with the laws of the country to which
it i8 intended for export,
“(0) is labeled on the outside of the shipping package that it
ig intended for export, and
. ‘(D) is ot sold or offered for sale in domestic commerce.
T'his paragraph does not authorize the exportation of any new animal
drug, or an animal feed bearing or containing a new animal drug,
which is unsafe within the meaning of section 518.
“(2) Paragraph (1) does not apply to any device—
“(4) which does not comply with an applicable requirement
of section 51}, or 615,
“(B) which under section 520(g) is exempt from either such
section, or
“(0) which is a banned device under section 516,
unless, in addition to the requirements of paragraph (1), the Secre-
tary has determined that the ewportation of the device is not contrary
to public health and safety and has the approval of the country to
which it is intended for export.”.

(2) Section 801(a) (1) is amended by inserting after “conditions”
the following : “or, in the case of a device, the methods used in, or the
facilities or controls used for, the manufacture, packing, storage, or
installation of the device do not conform to the requirements of sec-
tion 520(f)”.

REGISTRATION OF DEVICE MANUFACTURERS

Skc. 4. (a) Section 510 is amended as follows :

(I) The section heading is amended by inserting “anp pEvices”
after “brucs”.

(2) Subsection (a) (1) iz amended by inserting “or device package”
after “drug package”; by inserting “or device” after “the drug”; and
by inserting “or user” after “consumer”.

-
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(3) Subsections (b), (¢), and (d) are amended by inserting “or a
device or devices” after“drugs” each time it occurs.

(4) Subsection (e) is amended by adding at the end the following :
“The Secretary may by requlation prescribe a uniform system for the
identification of devices intended for human use and may require that
persons who are required to list such devices pursuant to subsection
(7) shall list such (gevices in accordance with such system.”.

(6) Subsection (g) 8 amended by inserting “or devices” after
“drugs” each time such term occurs in paragraphs (1), (2), and (3)
of such subsection. ;

(6) Subsection (k) is amended by inserting after “704 and” the
following : “ewery such establishment engaged in the manufacture,
propagation, compounding, or processing of a drug or drugs or of a
device or devices classified in class I1 or I11”.

(7) The first sentence of subsection (i) i8 amended by inserting
“, or a device or devices,” after “drug or drugs”; and the second sen-
tence of such subsection is amended by inserting “shall require such
establishment to provide the information required by subsection (j)
in the case of a device or devices and” immediately before “shall in-
clude” and by inserting “or devices” after “drugs®.

(8) Subsection (j) s amended—

(4) in the matter preceding subparagraph (A) of paragraph
(1), by striking out “a list of all drugs (by established name” and
inserteng in liew thereof “a list of all drugs and a list of all de-
vices and a brief statement of the basis for believing each device
included in the list is a device rather than a drug (with each drug
and device in each list listed by its established name”, and by strik-
ing out “drugs filed” and inserting in lieu thereof “drugs or devices

ed”,,
ﬁZ(B)_ in paragraph (1) (A4), by striking out “such list” and in-
serting in liew thereof “the applicable list” ; by inserting “or a de-
vice intended for human use contained in the applicable list with
respect to which a performance standard has been established
wnder section 514, or which is subject to section 615,” after “612,”,
and by inserting “or device” after “such drug” each time it ap-
ears
5 (C 5 in paragraph (1) (B), by striking out “drug contained in
such list” before clause (i) and inserting in liew thereof “drug or
device contained in an applicable list” ;
(D) by amending clause (i) of paragraph (1)(B) to read as
ollows— : :
’ “(2) which drug is-subject to section 503 (b) §I ), or which
device is a restricted device, a copy of all labeling for such
drug or device, a representative sampling of advertisements
for such drug or device, and, upon request made by the Secre-
tary for good cause, a copy of all advertisements for a par-
ticular drug product or device, or”;

Z(ZE) by amending clause (it) of paragraph (1)(B) to read as

ollows :

4 “(i2) which drug is not subject to section 503(b) (1]2 or
which device is not a restricted device, the label and package
insert for such drug or device and a representative sampling
of any other labeling for such drug or device;” ;
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(F) in paragraph (1)(C), by striking out “such list” and
mserting “an applicable list” in leu thereof;

(@) wn paragraph (1)(D), by striking out “the list” and
nserting in liew thereof “a lList”; by inserting “or the particular
device contained in such list is not subject to a performance stand-
ard established under section 614 or to section 615 or 18 not a
restricted device” after “612,”; and by inserting “or device” after
“particular drug product” each place it occurs; and

(H) in paragraph (2), by inserting “or device” after “drug”
each time it appears and, in paragraph (2)(C), by inserting
“each” before “by established name”.

(9) Such section is amended by adding after subsection (j) the
following new subsection

“(k) Each person who s required to register under this section
and who proposes to begin the introduction or delivery for introduction
into interstate commerce for comsnercial distribution of a device in-
tended for human use shall, at least ninety days before making such
introduction or delivery, report to the Secretary (in such form and
manner as the Secretary shall by requlation prescribe)—

“(1) the class in which the device is classified under section
513 or if such person determines that the device is not classified
under such section, a statement of that determination and the
basis for such person’s determination that the device is or is not
80 classified, and

“(2) action taken by such person to comply with requirements
under section 614 or 515 which are applicable to the device.”.

(8) (1) Section 301(p) is amended by striking out “510(j),” and
inserting in lieu thereof “510(4) or 610 (k),”.

(2) Section 502(0) is amended (A) by striking out “is a drug and”
and (B) by inserting before the period a comma and the following:
“if it was not included in a list required by section 510(4), if @ notice or
other information respecting it was not provided as required by such
section or section 510(k), or if it does not bear such symbols from the
uniform system for idemtification of devices prescribed under section
510(e) as the Secretary by requlation requires”.

(3) The second sentence of section 801(a) is amended by inserting
“or devices” after “drugs” each time it ocours.

DEVICE ESTABLISHED AND OFFICIAL NAMES

Skc. 5. (a) (1)Subparagraph (1) of. section 502(e) is amended by
striking out “subparagraph (2)” and inserting in liew thereof “sub-
paragraph (3)”.

(2) Subparagraph (2) of such section is redesignated as subpara-
graph (3) and is amended by striking out “this paragraph (e)” and
inserting in lieu thereof “subparagraph (1)7.

(3) Such section is amended by adding after subparagraph (1) the
following new subparagraph.:

“(2) If it i3 & device and it has an established name, unless its label
bears, to the exclusion of any other nonproprictary name, its estab-
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lished name (as defined in subparagraph (4)) prominently printed in
type at least half as large as that used thereon for any proprietary
name or designation for such device, except that to the extent compli-
ance with the requirements of this subparagraph is impracticable, ex-
emptions shall %e established by regulations promulgated by the
Secretary.”.

(4) Such section is amended by adding after subparagraph (3) (as
80 redesignated) the following:

“(4) As used in subparagraph (2), the term ‘established name’ with
respect to a device means (A) the applicable official name of the device
designated pursuant to section 508, (B) if there is no such name and
such device is an article recognized in an official compendium, then the
official title thereof in such compendium, or (O) if neither clause (4)
nor clause (B) of this subparagraph applies, then any common or
usual name of such device.”

(b) Seetion 508 is amended (1) in subsections (a) and (e) by add-
ing “or device” after “drug” each time it appears; (%) in subsection
(B) by adding after “all supplements thereto,” the following: “and at
such times as he may deem necessary shall cause a review to be made
of the official names by which devices are identified in any official com-
pendium (and all supplements thereta)”; (3) in subsection (c)(2)
by adding “or device” after “single drug”, and by adding “or to two
or more devices which are substantially equivalent in design and pur-
pose” after “purity,”; (4) in subsection (¢) (3) by adding “or device”
after “useful drug”, and after “drug or drugs” each time it appears;
and (5) in subsection (d) by adding “or devices” after “drugs”.

INSPECTIONS RELATING TO DEVICES

Sec. 6. (a) The second sentence of subsection (a) of section 70}
(21 U.8.0. 37}) is amended by inserting “or restricted devices” after
“preseription drugs” both times it appears.

() The third sentence of such subsection is amended to read as
follows: “No inspection authorized by the preceding sentence shall
extend to financial data, sales data other than shipment data, pricing
data, personnel data (other than data as to qualification of technical
and professional personnel performing functions subject to this Act),
and research data (other than data relating to new drugs, antibiotic
drugs, and devices and subject to reporting and inspection under requ-
lations lawfully issued pursuant to section 505 (i) or (1), section 6507
(@) or (g), section 519, or 520(g), and data relating to other drugs
or devices which in the case of a new drug would be subject to reporting
or ini;t))egtz’on under lowful regulations issued pursuant to section
506(7)).

(¢) (1) Paragraph (1) of the sizth senience of such subsection is
amended by inserting “or devices” after “drugs” each time it ocours.

(2) Paragroph (2) of that sentence is amended by inserting “, or
prescribe or use devices, as the case may be,” after “administer drugs”;
znd bg inserting “, or manufacture or process devices,” after “process

TUgs”.

(3) Paragraph (3) of that sentence is amended by inserting «, or

manufacture or process devices,” after “process drugs”.
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(@) Section 704 is amended by adding at the end the following new
subsection.:
“(e) Every person required under section 519 or 520(g) to maintain
records and every person who s in charge or custody of such records
- shall, upon request of an vfficer or employee designated by the Secre-
tary, permit such officer or employee at all reasonable times to have
access to, and to copy and verify, such records.”.

ADMINISTRATIVE RESTRAINT

Skc. 7. (a) Section 304 is amended by adding at the end the fol-
lowing new subsection:

“(g) (1) If during an inspection conducted under section 704 of a
facilaty or a vehicle, a device which the officer or employee making the
inspection has reason to believe 13 adulterated or masbranded is found
in such. facility or vehicle, such officer or employee may order the de-
vice detained (in accordance with regulations prescribed by the Sec-
retary) for a reasonable period which may not exceed twenty days
unless the Secretary determines that a period of detention greater than
twenty days is required to institute an action wnder subsection (a)
or section 302, in which case he may authorize a detention period of not
to exceed thirty days. Regulations of the Secretary prescribed under
this paragraph shall require that before a device may be ordered de-
tained. under this paragraph the Secretary or an officer or employee
designated by the Secretary approve such order. A detention order
under this paragraph may require the labeling or marking of a device
during the period of its detention for the purpose of identifying the
device as detained. Any person who would be entitled to claim a device
of it were seized under subsection (a) may appeal to the Secretary o
detention of such device under this paragraph. Within five days of the
date an appeal of o detention is filed with the Secretary, the Secretary
shall after affording opportunity for an informal hearing by order
confirm the detention or revoke it.

“(2) (A) Except as authorized by subparagraph (B), a device sub-
ject to a detention order issued under paragraph (1) shall not be moved
by any person fram the place at which it is ordered detained wuntil—

“(2) released by the Secretary, or
;(ii) the expiration of the detention period applicable to such
order,
whichever occurs first. -

“(B) A device subject to a detention order under paragraph (1)

may be moved—
'n:i (?) in accordance with regulations prescribed by the Secretary,
@
“(#) if not in final form for shipment, at the discretion of the
manufacturer of the device for the purpose of completing the work
required to put it in such form.”.

(0) Section 301 is amended by adding after the paragraph added
by section 3(b) (1) the following new paragraph :
“(r) The movement of a device in violation of an order under sec-
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tion 304(g) or the removal or alteration of any mark or label required
by the order to identify the device as detained.”.

CONFIDENTIAL INFORMATIONy; PRESUMPTION

Skc. 8. Chapter 7 is amended by odding at the end the following
new sections :
“CONFIDENTIAL INFORMATION

“Sgc. 708. The Secretary may provide any information which is
exempt from disclosure pursuamt to subsection (a) of section 5562 of
title 6, United States Code, by reason of subsection (b)(4) of such
section to a person other than an officer or employee of the Department
if the Secretary determines such other person requires the information
in_conmection with an activity which is undertaken under contract
with the Secretary, which relates to the administration of this Act, and
with respect to which the Secretary (or an officer or employee of the
Department) is not prohibited from using such information. The Sec-
retary shall require as a condition to the provision of information
under this section that the person receiving it take such security pre-
cautions respecting the information as the Secretary may by reguia-
tion prescribe.

“PRESUMPTION

“Skc. 709. In any action to enforce the requirements of this Act re-
specting a device the commection with interstate commerce required.
for jurisdiction in such action shall be presumed to exist.”.

COLOR ADDITIVES

Skc. 9. (a) Section 706 is amended (1) by inserting “or device”
after “drug” each time it occurs, (2) by inserting “or devices” after
“drugs” each time it occurs, and (3) by adding at the end of subsec-
tion (a) the following new sentences: “A color additive for use in or
on o device shall be subject to this section only if the color additive
comes in direct contact with the body of man or other animals for a
significant period of time. The Secretary may by regulation designaie
the uses of color additives in or on devices which are subject to this
section.”.

(8) (2) Section 501(a) is amended (A) by inserting “(3) if ite” in
liew of “(3) if it is a drug and its”; (2) by inserting “(4) ¢f (4) it
bears or contains” in lieuw of “(4) if (A) it is a drug which bears or
contains”; and (3) by inserting “or devices” after “drugs” in sub-
clause (B) of clause (4).

(2) Section 6502(m) 15 amended by striking out “in or on drugs”.

ASSISTACE FOR SMALL MANUFACTURERS OF DEVICES

Skc. 10. The Secretary of Headlth, Education, and Welfare shall
establish within the Department of Health, Education, and Welfare
an identifiable office to provide techmical and other nonfinancial as-
sistance to small manufacturers of medical devices to assist them in
complying with the requirements of the Federal Food, Drug, and Cos-
metic Act, as amended by this Act.
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And the House agree to the same.
That the Senate recede from its disagreement to the House amend-

ment to the title of the bill.

Harrey O. STAGGERS,
PauL G. Rocers,
RicHARDSON PREYER,
JIM SYMINGTON,

J. SCcHEUER,

Henry A. Waxman,
W. G. HerNER,

J. J. Froro,
CrarLEs J. CarNEY,
ANprREW MaGUIRE,
Tim Lee CARTER,
James T. BroyHILL,
H. Jou~ Heinz II1I,
Epwarp MaprcaAN,

Managers on the Part of the House.

Epwarp M. KenNEDY,
Harrison A. WiLLiams, Jr.,
Gayrorp NELSON,
Tromas F. EscLETON,
Aran CrRANSTON,
CraiBorNE PELL,
Warter F. MONDALE,
Wirniam D. Haraaway,
Joux A. Durkin,
RicHarp S. ScHWEIKER,
J. Javrrs,

J. GLENN BEeaLL, Jr.,
Bog Tarr, Jr.,

Roserr T. STAFFORD,
Paun Laxavr,

Managers on the Part of the Senate.

JOINT EXPLANATORY STATEMENT OF THE
COMMITTEE OF CONFERENCE

The managers on the part of the House and Senate at the con-
ference on the disagreeing votes of the two Houses on the amendment
of the House to the bill (S. 510) to protect the public health by
amending the Federal Food, Drug, and Cosmetic Act (hereinafter
“the Act”) to assure the safety and effectiveness of medical devices
submit the following joint statement to the House and the Senate in
explanation of the effect of the action agreed upon by the managers
and recommended in the accompanying conference report :

The House amendment struck out all of the Senate bill after the
enacting clause and inserted a substitute text.

The Senate recedes from its disagreement to the amendment of the
House with an amendment which is a substitute for the Senate bill
and the House amendment.

The Senate bill and the House amendment were similar in scope
and identical in purpose: to assure the reasonable safety and effective-
ness of medical devices intended for human use.

Because a more extensive legislative history accompanied the House
amendment, the conferees agreed to use the House amendment as the
basis for the conference substitute with changes to reflect certain
policies embodied in the Senate bill. Thus, except as specifically set
forth below, the conference substitute conforms to the House
amendment. :
CraAssIFICATION oF MEepicAL Drvices

Both the Senate bill and the House amendment provided for
the classification of all medical devices intended for human use into
one of three categories based on the extent of regulation necessary to
assure safety and effectiveness. Both measures mandated the estab-
lishment of panels of experts to make recommendations to the Secre-
tary of Health, Education, and Welfare with respect to the classifica-
tion of devices. However, there were significant differences between
the two measures with respect to criteria for classification and classifi-
cation procedures.

SENATE BILL

Under the Senate bill all medical devices were subject to regulation
following their classification into one of three categories based on the
safety and effectiveness of such devices. y

The categories were (1) devices subject to scientific review, (2)
devices subject to performance standards, and (3) devices exempted
from scientific review and performance standards.

Under the Senate bill, classification panels were to recommend
classification of all medical devices—those on the market on or before
the date of enactment as well as those marketed after enactment—
based upon certain statutory criteria.

(61
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The panels, in making their recommendations respecting the classi-
fication of devices, were, to the extent practicable, to assign priorities
for the implementation of regulations applicable to devices classified
into the scientific review and performance standards categories.

After receipt of the recommendations the Secretary was to provide
for the preliminary classification of devices, and was authorized to
establish priorities for implementing the action warranted by such
classification. Following such preliminary classification, the Secre-
tary was to require that certain devices undergo scientific review or
conform to performance standards.

Scientific Review -

Under the Senate bill, classification panels were to recommend that
devices (1) for which insufficient information existed to assure effec-
tiveness or assure that exposure to them would not cause unreason-
able risk of illness or injury and (2) for which standards or other
means might not be appropriate to reduce or eliminate such risk of
illness or injury be subject to scientific review.

In addition, the Senate bill authorized the Secretary to require
that a device undergo scientific review in two instances. First, he was
authorized to require such review of a device which he had 1initially
classified into the scientific review category if he found that (1) such
review would be appropriate to assure effectiveness or be appropriate to
reduce or eliminate unreasonable risk of illness or injury associated
with exposure to or use of the device and (2) other means available to
him might not be appropriate to reduce or eliminate such risk of illness
or injury. Second, the Secretary was authorized to declare that a device
be subject to scientific review (irrespective of its preliminary classi-
fication) if (1) he determined that such review was appropriate to
protect the public health and safety and (2) he found that no other
means available to him would be appropriate to reduce or eliminate
such risk of illness or injury.

Life Supporting, Life Sustaining and Implantable Devices

The Senate bill contained special provisions with respect to devices
which are life sustaining or life supporting or are intended to be im-
planted in the human body. The Senate bill required that classification
panels classify into the scientific review category medical devices which
met the two general criteria described above and which the panels
determined were purported or represented to be for a use which is life
sustaining or life supporting, or are intended to be implanted into
human beings, except that implanted devices were required to be
classified into such category unless the Secretary determined on the
basis of specific recommendations bv the appropriate classification
panels that the use of such devices did not pose a health hazard.

Performance Standards

Under the Senate bill, classification panels were to recommend that
those devices for which in order to assure effectiveness or to reduce or
eliminate unreasonable risk of illness or injury it would be appropriate
to establish reasonable performance standards relating to safety and
effectiveness and for which other means might not be appropriate to
reduce or eliminate such risk of illness or injury be subject to per-
formance standards.

53

The Senate bill authorized the Secretary to promulgate a perform-
ance standard for any device which was initially classified into the
erformance standard category if he found that (1) such action would
Ee appropriate to assure effectiveness or to reduce or eliminate un-
reasonable risk of illness or injury associated with expasure to or
use of the device and (2) other means available to him might not be
appropriate to reduce such risk of illness or injury.

Ezempt Devices

Finally, those devices which were determined to be safe and ef-
fective when used in conjunction with instructions for usage and
warnings of limitation, which were adequate for the persons for whom
the device was represented or intended for use, and which presented a
minimum risk were to be exempt from requirements for scientific
review or performance standards.

Such devices would, however, be subject to existing requirements
prohibiting devices which are adulterated or misbranded as well as
new requirements relating to provision of certain information to the
Secretary upon request; registration; banned devices; notification;
repair, replacement, or refund; and good manufacturing practices.

HOUSE AMENDMENT

Under the House amendment all medical devices were subject to
regulation based upon their classification into one of three categories
in accordance with statutory criteria. The classes were class I, gen-
eral controls; class II, performance standards; and class III, pre-
market approval.

General Controls

Under the House amendment, devices for which controls relating to
adulteration; misbranding; registration; misbranding; notification
and repair replacement or refund; records and reports; and good
manufacturing practices were sufficient to provide reasonable assur-
ance of safety and effectiveness or for which insufficient information
existed to determine that general controls were sufficient but which are
not represented to be for a use of substantial importance in supporting,
sustaining, or preventing impairment of human life or health and
which do not present a potential unreasonable risk of illness or injury
were to be classified into class I and subject to general controls. Class I
devices were, with the exception noted below, to be subject to existing
requirements prohibiting devices which are adulterated or misbranded
as well as new requirements respecting registration; banned devices;
records and reports; notification ; repair, replacement, or refund ; and
good manufacturing practices. The House amendment required that

" the recommendation of a classification panel for the classification of a

device in class I include a recommendation as to whether the device
should be exempted from requirements relating to registration, ree-
ords and reports, or good manufacturing practices. Further, the
House amendment required that a regulation classifying a device
into class I prescribe which, if any, of such requirements would not
apply to the device.
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Performance Standards

A device for which general controls were determined to be insuffi-
cient to provide reasonable assurance of safety and effectiveness and
for which there was determined to be sufficient information to establish
a performance standard to provide reasonable assurance of safety
and effectiveness was to be classified into class IT and made subject to
performance standards.

Premarket Approval

Under the House amendment, two criteria were to be applied in de-
termining whether a device should be subject to premarket approval.

First, classification into class ITII, premarket approval, was to be
required for a device if it could not be classified into class I or I1
because insufficient information existed to determine the adequacy
of general controls or performance standards to provide reasonable
assurance of safety and effectiveness. The second criterion provided
that premarket approval was to be required only for devices which
either were for a use which is of substantial importance in supporting,
sustaining, or preventing impairment of human life or health, or
which presented a potential unreasonable risk of illness or injury.

“0ld” Devices

All devices on the market prior to the date of enactment were to
be reviewed by classification panels. Upon completion of a panel’s re-
view of a device, the panel was to submit to the Secretary its recom-
mendation for the classification of the device which was to include a
summary of the reasons for the recommendation, a summary of the
data upon which the recommendation was based, an identification of
the risks to health, if any, presented by the device, and to the extent
practicable a recommendation for the assignment of a priority for the
application of performance standards or premarket approval require-
ments to a device recommended to be classified in class IT or class III.
Following receipt of the recommendations, the Secretary was to
classify such devices, After such classification, the Secretary was to
provide for the regulation of class IT and class IIT devices through
. requiring conformance to performance standards or submission of
premarket approval applications.

“New” Devices

The House amendment contained special provisions with respect to
devices which were not on the market prior to the date of enactment
and not substantially equivalent to a device so marketed or not sub-
stantially equivalent to a device not on the market prior to the date of
enactment but which had subsequently been classified into class I or
I1. Under the House amendment, these so-called “new” devices were
to be automatically classified into class IIT and thus could not be
marketed until they had in effect an approved application for pre-
market approval or had been reclassified into class I or IT by the Sec-
retary. Reclassification was authorized through petition to the Sec-
retary who, after consultation with the appropriate classification panel
and opportunity for an informal hearing, was to affirm or deny the
petition within 180 days after it was submitted.
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Implantable Devices

The House amendment contained special provisions for the regula-
tion of devices intended to be implanted in the human body.

It required that with respect to an implantable device which had
been introduced or delivered for introduction into interstate commerce
for commercial distribution before the date of enactment of the bill,
or which was substantially equivalent to a device so introduced or
delivered, classification panels were to recommend classification into
class IIT unless they determined that such classification was not neces-
sary to provide reasonable assurance of safety and effectiveness of the
device. In addition, the House amendment required that if panels
did not recommend that such devices be classified into class III,
their recommendations were to set forth the reasons for not so recom-
mending. Further, the House amendment instructed the Secretary
to classify such devices into class III unless he determined that such
classification was not necessary to provide reaonable assurance of
safety and effectiveness. A proposed regulation classifying such a
device into class I or class IT was to be accompanied by a statement
of the Secretary’s reasons for not classifying the device into class
IIL. Reclassification was not available to a “new” implantable device
before the device had in effect an approved application for premarket
approval.

CONFERENCE SUBSTITUTE

Under the conference substitute, three classes of devices intended
for human use are established. The extent of regulation under each
class to provide reasonable assurance of safety and effectiveness varies
with each class as follows:

Class I, General Controls

This class consists of devices for which general controls (that is,
controls relating to adulteration; misbranding; registration; banned

" devices; notification and repair, replacement or refund; records and

reports; and good manufacturing practices) are sufficient to provide
reasonable assurance of safety and effectiveness or for which insuffi-
cient information exists to determine that general controls are sufficient
for such purpose but which are not represented to be for a use in
supporting or sustaining life or preventing impairment of health,
and which do not present a potential unreasenable risk of illness or
injury.
Class 11, Performance Standards

This class consists of devices for which general controls are deter-
mined to be insufficient to provide reasonable assurance of safety and
effectiveness and for which there is determined to be sufficient infor-
mation to establish a performance standard to provide reasonable
assurance of safety and effectiveness is to be classified into class I
and made subject to performance standards.

Class 111, Premarket Approval

This class consists of devices which cannot be classified as a class I
or IT device because insufficient information exists with which to deter-
mine the adequacy of general controls or standards to provide reason-
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able assurance of safety and effectiveness, and which are purported
or represented to be for a use in supporting or sustaining human life
or for a use which is of substantial importance in preventing impair-
ment of human health or which present a potential unreasonable risk
of illness or injury. ‘

Classification of “0ld” Devices

Under the conference substitute, classification panels are to submit
recommendations to the Secretary respecting the classification of all
“old” devices (e.g., devices of a type introduced or delivered for in-
troduction into interstate commerce for commerce distribution
before the date of enactment of the conference report). Interested
persons are to be afforded opportunity to submit data on views
on the classification of devices. A panel’s recommendation for
the classification of a device is to include a summary of the
reasons for the recommendation, a summary of .the data upon
which the recommendation is based, an identification of the risks to
health (if any) presented by the device, and, to the extent practicable,
a recommendation for the assignment of a priority for the application
of performance standards or premarket approval requirements to a
device recommended to be classified in class IT or class ITI. The recom-
mendation of a classification panel for the classification of a device
in class I is to include a recommendation as to whether the device
should be exempted from the requirements relating to registration,
records and reports, or good manufacturing practices. A regulation
classifying a device into class I should prescribe which, if any of the
requirements of such subsections shall not apply to the device.

Following receipt of a panel’s recommendation with respect to the
classification of an “old” device, the Secretary is to promulgate a
regulation classifying the device. In the case of a device classified into
class IT or class ITI, the Secretary is required to establish priorities
which he may use in applying requirements with respect to perform-
ance standards and premarket clearance. Any regulation which makes
a requirement with respect to registration, records and reports, and
good manufacturing practices inapplicable to a class I device must be
accompanied by a statement of the reasons of the Secretary for making
such a requirement inapplicable. ]

Classification of “New” Devices

Under the conference substitute, all “new” devices (e.g., devices
not introduced or deliveted for introduction into interstate commerce
for commercial distribution before the date of the enactment of the
conference report and not substantially equivalent to a device so intro-
duced or delivered, or not substantially equivalent to a device so in-
troduced or delivered but which has subhsequently been classified into
class I or II) are automatically classified into class III and are to
remain in that class until thev have been reclassified by the Secretary.
Reclassification may be accomplished by petition to the Secretary,
who is to refer the petition to the appropriate classification panel for
a classification recommendation.

A panel to which a petition for reclassification is referred is required
to make a recommendation to the Secretary respecting approval or
denial of a petition within 90 days after its referral. Interested persons
are to be afforded opportunity to submit data and views on the petition.
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A panel recommendation must contain a summary of reasons for the
recommendation, a summary of the data on which the recommen-
dation is based, an identification of the risks to health (if any)
presented by the “new” device and, to the extent practicable, a rec-
ommendation for the assignment of a priority for the application
of performance standards or premarket approval requirements to a
device recommended to be classified in class IT or class II1. The recom-
mendation of a classification panel for the classification of a device in
class I is to include a recommendation as to whether the device should
be exempted from the requirements relating to registration, records
and reports, or good manufacturing practices. )

Following receipt of a panel’s recommendation with respect to a
“new” device, the Secretary is required to by order approve or deny
the petition within 90 days from the date he receives the panel’s recom-
mendation. An order classifying a device into class I shall prescribe
which, if any, of the requirements with respect to registration, records
and reports, and good manufacturing practices shall not apply to the
device. Any order which makes any such requirement inapplicable to
a class I device must be accompanied by a statement of the reasons of
the Secretary for making such a requirement inapplicable.

Special Requirements for Devices W kich are Intended to be Implanted
or are Life Supporting or Life Sustaining

Under the conference substitute, a classification panel is to recom-
mend that any “old” device which is intended to be implanted in the
human body or is purported or represented to be for a use in support-
ing or sustaining human life be classified into class III unless the
panel determines that classification in class IIT is not necessary to
provide reasonable assurance of the safety and effectiveness of
the device. If a panel does not recommend that such device be classi-
fied into class ITI, its recommendation is to set forth the reasons for
not so recommending. A proposed regulation classifying such de-
vice into class I or class IT is to be accompanied by a full statement of
the reasons of the Secretary (and supporting documentation and data)
for not classifying the device into class ITI, and an identification of
the risks to health (if any) presented by the device.

In the case of a petition for reclassification of a “new” device which
is intended to be implanted in the human body or which is purported
or represented to be for a use in supporting or sustaining human life,
a classification panel is to recommend that the petition be denied
unless the panel determines that classification in class III is not
necessary to provide reasonable assurance of the device’s safety and
effectiveness and sets forth its reasons for not so recommending. If
the Secretary approves such a petition and orders the classification
of such a device into class I or class IT, any such order shall be ac-
companied by a full statement of the reasons of the Secretary (and
supporting documentation and data) for approving the petition and
an identification of the risks to health (if any) presented by the
device to which such order applies.

Intent of the Conferees

The conferees expressed their intention with respect to three aspects
of the conference substitute as it relates to the classification of devices.
First, the conferees intend that only in highly unusual circumstances
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should the membership of classification panels include employees of
the Federal Government. Second, as a general rule, and consistent
with the need to protect human health, devices which do not remain
in the human body for a period of 30 days or more should not be
considered to be devices intended to be implanted in the human body.
Third, although the conferees recognize that many considerations
must be taken into account in determining whether a device is
purported or represented to be for a use in supporting or sustaining
human life, the conferees expect the panels and the Secretary to con-
sider devices which are essential to the restoration or continuation of
a bodily function important to life to be life supporting or life
sustaining.

RestricTIONs ON CONTENT OF PERFORMANCE STANDARDS

The House amendment included a requirement, not contained in the
Senate bill, that specified that performance standards could not
include provisions not required or authorized under the House
amendment. 3

The conference substitute does not contain this provision.

. RequireMENTs WiTH RESPECT TO SUBMISSION OF INFORMATION BY
OrrERORS To DEVELOP PERFORMANCE STANDARDS AND DISCLOSURE OF
SucH INFORMATION

The House amendment required the Secretary to promulgate regu-
lations requiring that an offeror of an offer to develop a performance
standard submit to the Secretary relevant information with respect
to the offeror’s qualifications, including information respecting the
offeror’s financial stability, expertise, and any potential conflicts of
interest, including financial interest in the device for which the pro-
posed standard was to be developed. Further, the House amendment
required that such information could not be made public by the
Secretary unless required by section 552 of title 5, United States Code.

The Senate bill required the Secretary to promulgate regulations
requiring that an offeror and appropriate directors, consultants and
employees of the offeror disclose (1) all current industrial or com-
mercial affiliations (2) sources of research support (3) companies in
which they have financial interests and (4) such additional informa-
tion as would be pertinent to reveal potential conflicts of interests.
Further, the Senate bill required that such information with respect
to the offeror whose offer was accepted was to be made public by the
Secretary at the time the offer was accepted.

The conference substitute combines the provisions of the House
amendment and the Senate bill with respect to the submission of in-
formation by offerors. Further, it requires that information sub-
mitted by an offeror not be made public by the Secretary unless re-
quired by section 552 of title 5, United States Code, except that the
Secretary is required to make public information with respect to an
offeror whose offer is accepted at the time the offer is accepted unless
it is exempt from disclosure under section 552(b) (4) of title 5, United
States Code (relating to trade secrets and privileged or commercial
or financial information).

-
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OrrorTUNITY T0o REQUEST RECLASSIFICATION OF A DEVICE AFTER
Pusrication or A Norice oF Prorosep RULEMARING REQUIRING
PREMARKET APPROVAL

The House amendment included a provision, for which there was no
comparable provision in the Senate bill, which required that a notice
of proposed rulemaking requiring premarket approval of a class III
device contain an opportunity to request a change in the classification
of the device based on new information relevant to such classification.

The conference substitute adopts the House provision, except
that it requires that any request for a change in classification must
be submitted within 15 days of the publication of the notice and
acted upon within 60 days of such publication.

Noxvoring REPRESENTATIVES OF CONSUMER AND INDUSTRY INTERESTS
A8 MEMBERS oF Apvisory CoMMITTEE TO REVIEW ACTIONS OF THE
SECRETARY

Both the Senate bill and the House amendment contained provisions
authorizing administrative review of decisions of the Secretary with
respect to premarket approval or scientific review, and product devel-
opment protocols. Both authorized review of such decisions by expert
advisory committees as an option to review under the provisions of
section 554 of title 5, United States Code. .

Under the House amendment, each such committee was to include
as nonvoting members a representative of consumer interests and a
representative of interests of the device manufacturing industry.

he Senate bill contained no comparable provision.

Under the conference agreement, the membership of such advisory

committees is not required to include such representatives.

REQUIREMENTS FOorR NOTIFICATION OF PATIENTS OF RISES OR o
HAazarps PrRESENTED BY DEVICES

Both the Senate bill and the House amendment included provisions
éeql_liring notification to persons of risks or hazards presented by

evices.

Under the House amendment, if the Secretary determined that (1)
a device intended for human use which was introduced into interstate
commerce presented an unreasonable risk of substantial harm to the
public health, and (2) notification was necessary to eliminate the risk
and no more practicable means was available under the Act to elimi-
nate the risk, he was authorized to issue an order requiring adequate
notification to all persons who should receive notification in order to
eliminate the risk.

Notification was to be provided only after the Secretary consulted
with the persons who were to give notice. All health professionals who
prescribed or used the device presenting the risk were required to be
notified, and all persons exposed to the risk were to be notified unless
the Secretary determined that notification by the Secretary or by a
manufacturer, importer, distributor, or retailer presented a greater
danger to the health of such persons than no such notice. In such
instances, the Secretary was to require health professionals who pre-
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seribed or used the device to notify the persons whom they treated
with the device of the risk it presented and of action which could be
taken to reduce or eliminate such risk.

Under the Senate bill, if the Secretary determined that (1) a device
intended for human use which was distributed in commerce presented
a substantial hazard to the public health and safety and (2) notifica-
tion was required in order to adequately protect the public from the
hazard, he was required immediately to make certain that adequate
notification was provided to all persons who should receive notifica-
tion in order to eliminate the effects of the hazard. In instances in
which the Secretary determined that device users should not be
notified, he was required to provide health professionals who received
notification an opportunity to comment on the advisability of notify-
ing the general public of the hazard. Within 30 days after the
notification to health professionals, the Secretary was to notif;ly the
general public of the hazard if, after reviewing the comments, he deter-
mined that notification would not endanger the public health.

The conference substitute conforms to the House amendment, with
two exceptions.

First, the provision with respect to notification of device users is
modified to require notification of persons subject to the risk in lieu
of the requirement that persons ewzposed to the risk be so notified.
This modification was adopted because of the recognition that ex-
posure to a risk does not necessarily mean that there exists a con-
tinuing risk to health after exposure for which notification would
serve a useful purpose. A patient could, for example, be treated by a
structurally defective device and yet suffer no adverse consequences.
Exposure to an X-ray machine with a structurally defective arm which
could have collapsed but did not is one such example. Notification of
persons exposed to the risk in such instances would be of no value and
is not intended by the conferees. If, however, an X-ray machine was

ound to have emitted excessive radiation, all persons who used or were
treated by that machine should be notified under the Secretary’s order
so that appropriate treatment could be undertaken. It was these con-
siderations which prompted the conferees to narrow the language
in the House bill to require device users to be notified by the Secre-
tary should they be subject to a risk to their health.

Secondly, the provision requiring notification by health profes-
sionals in instances in which persons exposed to the risk are not to be
notified is modified to require that health professionals provide for
the notification of individuals they treated with the device in lieu of
the requirement that such professionals notify such individuals. This
modification was adopted by the conferees in recognition of the fact
that there are instances in which notification would be more appro-
priately provided by persons other than health professionals, such as
close family members.

Exemrprions For Custom DEVICES

Both the Senate bill and the House amendment contained provisions
exempting custom devices from otherwise applicable requirements
respecting performance standards and scientific review or premarket
approval. .

The House amendment exempted from otherwise applicable require-
ments with respect to performance standards and premarket approval
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custom devices which, in order to comply with the order of a physician,
dentist or other specially qualified person, necessarily deviated from
such requirements. This provision was applicable only to devices which
were not generally available in finished form for dispensing on pre-
seription or for commercial distribution and which were not generall
available to other health professionals. It applied only to devices whic
were (1) intended for use by a patient named in an order by a physi-
cian, dentist, or other specially qualified person or (2) intendec}) to be
used solely by a physician, dentist, or other specially qualified person
or a person under his professional supervision in the course of his
professional practice.

The Senate bill exempted from otherwise applicable performance
standards or requirements for scientific review custom devices ordered
by a physician or other specially qualified person to be made in a
special way for individual patients. Under the Senate bill, any such
device was required to comply with all aspects of any performance
standard except those specifically ordered to be changed. ;

The exemption was to apply only to devices ordered for individual
patients. The Senate bill also required that custom devices not be
used as a course of conduct and not be generally available in finished
form for dispensing on prescription and not be made available through
commercial channels.

The conference substitute conforms to the House amendment, ex-
cept that the provisions with respect to the individuals (patients or
health professionals) for whom the device is intended for use are
clarified. Thus, the exemption is made applicable only to devices
which are (1) intended for use by an mdwu?ual patient named in an
order by an individual physician, dentist or other specially qualified
person and fo be made in a specific form for such patient or (2) in-
tended to meet the special needs of such physician, dentist, or other
specially qualified person in the course of his professional practice.

RestrIcTION ON THE USE OF DEVICES

~

_Both the Senate bill and the House amendment contained pro-
HlSlpns authorizing the Secretary to limit the sale or distribution of

evices.

The House amendment authorized the Secretary to require that the
sale or distribution of a device be restricted if he determined that, be-
cause of its potentiality for harmful effect or the collateral measures
necessary to its use, there could not otherwise be reasonable assurance
of its safety and effectiveness. Under the House amendment, such a
device could have been restricted to the extent that it could be sold
or distributed only upon the oral or written authorization of a prac-
titioner licensed by law to administer or use the device, or upon such
other conditions as the Secretary might prescribe, except that no con-
dition limiting the use of a device to categories of physicians defined
by their training or experience could have been impeosed.

_The Senate bill authorized the Secretary to require that the sale or
distribution of a device be restricted if (137 because of its potentiality
for harmful effect or the collateral measures necessary to its use, the
device was not safe for use except under the supervision of a prac-
titioner licensed by law to administer or use the device or (2) the
conditions of an approved application for scientific review limited
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the device to use under the professional supervision of such practi-
tioners. Under the Senate bill, such a device could have been restricted
to the extent that it could be sold or distributed only upon the oral
or written authorization of a practitioner licensed by law to admin-
ister or use the device, or upon such other conditions as the Secretary
might prescribe.

The conference substitute conforms to the House amendment except
that (1) it authorizes the Secretary to restrict the use of a device, as
well as its sale or distribution, (2) it requires that no condition may
restrict the use of a device to persons with specific training or experi-
ence in its use or to persons for use in certain facilities unless the Secre-
tary determines that such a restriction is required for the safe and
effective use of the device and (8) it requires that no condition limiting
the use of a device to such persons may exclude a person from using
a device solely because the person does not have the training or experi-
ence to make him eligible for certification by a certifying board recog-
nized by the American Board of Medical Specialties or has not been
certified by such a board.

SeEcIAL TREATMENT OF “DEVICES” REGULATED A8 “DRrRUGS”

The House amendment contained transitional provisions designed
to place articles which would be devices under the amendment’s
new definition of “device” but which are presently being regu-
lated as new drugs into comparable regulatory status as devices. Under
these provisions, all such products would be classified into class ITI
and accorded treatment consistent with their status as drugs. Thus,
for example, on the date of enactment, a product which was a device
under the new definition, but which was the subject of an approved
new drug application, would be regulated as a device with an approved
application for premarket approval. In instances in which a new drug
application had been filed but for which no order approving the
application had been issued, the new drug application would be con-
sidered as an application for premarket approval, and the Secretary
would be required to act on the application within the period in
which he would have been required to act on the new drug application.

Under the House amendment, an article which would constitute a
device under the new definition but which had in effect an exemption
for investigational use as a drug prior to the date of enactment would
retain its status as an investigational drug until 90 days after the pro-
mulgation of regulations implementing the amendment’s new provi-
sions with respect to exemptions for devices for investigational use.
This provision was designed to afford the sponsor opportunity to sub-
mit and have approved an exemption for investigational use as a
device.

Further, the House amendment provided that devices substantially
equivalent to those described above, as well as those declared by the
. Secretary to be new drugs and those which were the subject of legal
action because of the determination that they are new drugs, would
be, under the transitional provisions, required to have approved
applications for premarket approval on the date of enactment of the
House amendment, with provision for the filing of a petition for
reclassification or application for premarket approval. Such petition
or application would be required to be acted upon within 60 days
after the enactment date, and the filing of such a petition or applica-
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tion would operate to stay the requirement for pl:emarket a,ppx:oyal
for a period of 120 days, or until the date of denial of the petition
or application, whichever occurred first. :

Finally, the transitional provisions of the House amendment pro-
vided that any device which had been regulated as an antibiotic drug
grior to the date of enactment would remain regulated as an antibiotic

rug until it had been classified as a class I device, or, if classified as a
class IT or ITI device, until the requirements of the proposed legislation
for such devices were met. A

The Senate bill contained no comparable provisions.

The conference substitute conforms to the House amendment, ex-
cept that the provisions with respect to a device that has been declared
by the Secretary to be a new drug and is therefore required to have
an approved application for premarket approval in effect on the date
of enactment are modified. Under the conference substitute, two pro-
visions apply to a device which has been declared to be a new drug
after March 81, 1976. First, the requirement to have in effect an
application for premarket approval is not made applicable until 18
months after the date of enactment of the conference substitute unless
the device is exempt from such requirements by virtue of having in
effect an exemption for investigational use under new section 520(g)
of the Act. Secondly, the conference substitute authorizes the Secre-
tary, during the period beginning 180 days after the date of enact-
ment and ending 18 months after such date, to restrict the use of the
device to investigational use in accordance with requirements appli-
cable under new section 520(g). The conference substitute requires
that, if the Secretary restricts such a device to investigational use,
the requirements made applicable under section 520(g) be made
aplplicable in such a manner that the device is made reasonably avail-
able to physicians meeting appropriate qualifications prescribed by
the Secretary.

This new provision applies solely to the intraocular lens, which, on
April 6, 1976, the Commissioner of Food and Drugs declared to be a
Kew drug under section 505 of the Federal Food, Drug and Cosmetic

ct.

In the event that no petition for reclassification or application for
premarket approval is submitted with respect to the intraocular lens
or if such petition or application is denied, the conferees direct the
Secretary’s attention to the statutory admonition that any require-
ments for exemption for investigational use provide that such a
device shall be made reasonably available to physicians meeting ap-
propriate qualifications.

The conferees intend that, if the Secretary chooses to require the
investigational use of the intraocular lens, he establish experience
and training requirements such that all qualified ophthalmolo-
gists who meet such requirements and agree to adhere to the protocol
for the investigation would be eligible to participate in the investiga-
tion. In establishing these requirements, the Secretary is expected to
consult with appropriate organizations representing ophthalmologists
and manufacturers of intraocular lenses as well as qualified scientific
experts who do not have an interest in the device.

In the event that the Secretary exercises his authority to place the
intraocular lens in investigational status, it is anticipated that there
will be a reasonable notification period during which efforts will be
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made to apprise manufacturers and physicians of the new require-
ments before the effective date of the investigational exemption.

Seeciar. ReQuireMENTs Wit REespECcT TO EXEMPTIONS FOR
INVESTIGATIONAL USE

Both the Senate bill and the House amendment contained provi-
sions authorizing exemptions for devices for investigational use. Under
both provisions, persons applying for such exemptions were required
to assure that informed consent be obtained from human subjects of
such investigations.

The Senate bill contained provisions, for which there were no com-
* parable provisions in the House amendment, which set forth require-
ments respecting informed consent. These provisions defined informed
consent as the consent of a person, or his legal representative, so situ-
ated as to be able to exercise free power without the intervention of
force, fraud, deceit, duress, or other forms of constraint or coercion.
Informed consent was to be evidenced by a written agreement signed
by such person or representative, which included (1) an explanation
of procedures to be followed, including an identification of any which
are experimental, (2) a description of discomforts and risks, (3) an
explanation of likely results should the procedure fail, (4) a descrip-
tion of any benefits to be expected. (5) a disclosure of appropriate
alternative procedures, (6) an offer to answer inquiries and (7) an
instruction that the subject is free to decline entrance into a project
or discontinue participation. The agreement was to include no
exculpatory language through which the subject is made to waive any
legal rights or release an institution or its agents from liability for
negligence.

The Senate bill required any organization which initiated, directed,
or engaged in programs which require informed consent to keep a
record of such consent and the information provided the subject and
develop appropriate documentation and reporting procedures as an
essential administrative function.

The conference substitute does not include these provisions. The
specific provisions of the Senate bill were not adopted by the conferees
because of their recognition that the concept of the adequacy of in-
formed consent presently is the subject of study by the National Com-
mission on the Protection of Human Subjects of Biomedical and Be-
havioral Research in view of changing social policy and advancing
biomedical technology. However, the conferees emphasize that the fact
that the detailed requirements with respect to informed consent of
human subjects which were contained in the Senate bill are not in-
cluded in the conference substitute is not to be construed as indicating
that the conferees do not intend that these requirements be applicable
to investigations of medical devices. The conferees would expect that
the Secretary would use the requirements of the Senate bill as the basis
for regulations implementing the conference report’s provisions with
respect to informed consent until such time as the Secretary has taken
-action in response to the recommendations of the Commission on the
Protection of Human Subjects of Biomedical and Behavioral
Research. In addition, the conferees expect the regulations to include
requirements that patients be informed of the scope of the investiga-
tion, including the approximate number of patients involved in the
investigation.
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Provisions RespeEcTiNG THE ExprorT oF DEVICES AND DRUGS

Under existing law (section 801 (d) of the Act) a food, drug, device,
or cosmetic that does not conform to provisions of the Act may be
exported if four requirements are met: it accords to the specifications
of the foreign purchaser, it is not in conflict with the laws of the for-
elgn country to which it is intended for export, it is labeled as intended
for export, and it is not sold or offered for sale in domestic commerce.
Further existing law prohibits the export of a new animal drug or
animal feed medicated with a new animal drug that is unsafe within
the meaning of section 512 of the Act. Existing provisions of the Act
authorizing the export of drugs do not apply to unapproved “new
drugs.” The provisions of existing section 801(d) are, however, appli-
cable to antibiotic drugs.

Provisions of the House amendment would have changed existing
law to authorize the export of unapproved new drugs and of devices
not in compliance with applicable provisions of new section 514 (re-
lating to performance standards), new section 515 (relating to pre-
market approval), or which were banned under new section 516 to
countries with appropriate health agencies that had reviewed and
approved the articli)es as safe for their intended uses. This authoriza-
tion was conditioned upon compliance with the requirements of exist-
ing law, described above. In addition, the exporters of such unap-
proved articles would have been required to submit annually a notice
to the Secretary which identified such articles intended for export
during the prospective 12-month period beginning 30 days after the
date of notice, identified the countries to which such articles were to
be exported and demonstrated that the articles had been reviewed and
approved for use by the appropriate health agencies of the foreign
countries to which they were intended for export.

The House amendment also authorized the export of unapproved
new drugs and unapproved devices to countries without appropriate
health agencies. However, approval was to be contingent upon appli-
cation to the Secretary, opportunity for informal hearing, and a
determination by the Secretary that the export of the article to such
country was not contrary to public health and safety.

Further, the House amendment authorized the export of an unap-
proved new animal drug or animal feed containing a new animal drug,
if, after submission of an application, the Secretary determined, after
notice and opportunity for informal hearing, that (1) such drug or
feed met the four requirements of existing law described above, (2)
the export of the drug or feed was not contrary to the health and safety
of persons within the United States, and (3) the appropriate health
agency of the country to which the drug or feed was to be exported
had authorized or approved it for its intended use, or, if there was no
such agency, its export was not contrary to public health and safety.

Further, the House amendment authorized the Secretary, after
providing notice and opportunity for an informal hearing, to issue an
order prohibiting the export of any device which did not comply with
requirements of new sections 514 or 515, or which was banned under
new section 516 ; any antibiotic drug for which a regulation or release
was not in effect under existing section 507 ; any new drug not in com-
pliance with existing section 505; or any new animal drug or new
animal feed bearing or containing a new animal drug, which had not
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complied with the requirements of existing section 512, if he deter-
mined that the export of such device, drug, or animal feed was incon-
sistent with the health and safety of persons within the United States.
The Senate bill contained no provisions authorizing the export of
unapproved new drugs and unapproved new animal drugs. It author-
ized the export of devices which did not comply with the requirements
of new section 513 (relating to performance standards) or new section
514 (relating to scientific review) if the Secretary determined that
such exportation was in the interest of public health and safety and
had the approval of the country to which it is intended for export.
The conference substitute conforms to the intent of the Senate-
passed bill. It retains the provisions of existing section 801(d) of the
Act relating to the export of food, drugs, devices, cosmetics and new
animal drugs (with nonsubstantive drafting changes), and authorizes
the export of devices which do not comply with applicable require-
ments relating to performance standards or premarket approval, or
are exempt from such requirements because they are in investigational
use, or are banned only if (1) they meet the requirements of existing
section 801(d) of the Act, (2) the Secretary has determined that the
exportation of such devices is not contrary to public health and safety,
and (3) the Secretary has determined that such devices have the
approval of the countries to which they are intended for export.
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