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of H. R. 11124 by the House In brief,-the bill requires pre-marketing [ﬁgf;j

- cTearance by Feod and: Drug Adm1n1stratuon of certain categories of - :
~medical devices.. There is some argument over the test to be applied in.
determining what categor1es of devices will be subject to pre-market -

- clearance. In ‘that regard see the- paragraph “Pre market Approval"on

. page H 1724,

"1t would appear. that'the b111; 1f ftnaT]y enacted 'w111 1mpact'oh'uni¥
versity and non-profit institutions in a number. of ways. At the very

. - least, acquiring patent protection on medtca] devices generated at your .
Cinstitutions will be of greater importance, if commercial utilization -

~is to be accomplished.  This follows from the fact that greater amounts.

~of private risk capital will be necessary to finance clinical testing
and may be- ava11ab1e on?y 1f patent protect1on is afforded to the '

-.developer ' _

Further, I wou1d presume that 'some of the resources for conducting .

- clinical trials on medical devices will be found at your institutions.
- This will no doubt increase the number of problems arising from col-

- laborative projects with industry.  In this regard see at Teast section
- 520 {g) “Exemption for devices for 1nvest1gat1ona1 use" on page H 1754
which sets out what research 1nvest1gators may need to do in order to S

. p-c]1n1ca11y test medical devices.

- Since the Senate passed a similar b111 s. 510 on Apr11 17 1975' I
. presume both bills are ready for conference in order to resolve -

g differences

It is my: understandtng the un1vers1ty and non- prof1t sector have had
Tittle input in the development of this bill. Accordingly, you may w1sh
- to d1scuss it w1th 0ff1c1a1s at your 1nst1tut1on who may be 1nterested

After you have read th1s proposed regu]at1on I thought the attached :
arttc]e "C]oset Cap]ta11st Confesses“ might a1d in ba1anc1ng ‘things out.
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- #ideralion of the bill (H.R. 111200,
© Ms. Jounan in the chair,

o the State of the Union for ch con-
with

The Clerk read the titie of the bill:
By unanimous consent, the first read-

. ~ing of the bill was dispensed with.

SPECIAL
INTEREST ITEM,

’ SRR, _.._..__._1 :
MFDICAL DEVICE AMENDMENTS OF
1976 Lo

Mr. ROGERS. Mr. Speaker, I move
that the House tesolve iisclf into the
Committee of the Whole House on the
Btate of the Union for.the consideration

“~of the bill (AR. 11124) to amend the -

" Federal Food, Drug, and Cosmetie Act to

- provide for the safely and effectlveness

of medical devices Intended for human
_use, and for other purposes.
The SPEAKER pro tempore. The gues-
- tion Is on the motion offered by the gen-
- tleman from Florida,
" The motion was agreed to.
IN THE COMMITIER OF THE WIICLE

Accordingly the Housc resolved itsclf

Into the Committee of the Wheole House

The CHATRMAN. Under the rule, the
gentleman [rom Florida (Mr. Rocers?
will be recognized for 39 minutes, and
the gentlemon from  Kentucky (Mr,

- CarTER} Will be recognized for 30 min-

vies,

The Chair recognizes the g(,nblcm'm

from Florida (Mr. RQGERS).

Mr. ROGERS., Madam Chairman, I
yield such time as he may comsume io
the distinguished chairman of the fujl

Virginia (Mr. STAGGERS) .

(Mr. STAGGERS asked and was given’

permission to revise and extend his. re-
marks.)

Mr. STAGGERS. Madam Chai1man
Y commend the gentleman from Florida
{Mr, RogErs) and the commitfee for
bringlng out this hiil. It is one that is
needed now. I think it is a well-balaneed
bill. X am for it because it came out of our

commliiee, the subcommitice, I belicve
unanimously, and it came out of the full -

commilice by a unanimous voice vote.
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‘committee, the gentleman from West -

)

Madam Chalrman, ¥ say it 1s a bill that-

is needed to be passed now for the pro- -

tection of the citizens of this country.

Mr. ROGERS. I thank the chairman-

for his remarks.

Madam Chairman, I y1e1d mysell such.

time as Imay consume.
(Mr. ROGERS asked and was glven

.permission to revise and extend his

remarks.)

Mr. ROGERS. Ma.dam Chainnan Iam’

pleased to présent to thls body, H.R.
11124, the Medical Device Amendments
of 1976. This measure Is the product of
months of careful subcommittee delib-
erations and has been scrutinized as
closely as any legislation with which X

“have been involved. As a result, all mem-.
bers of the Subcommittee on Health and

the Envlronment ere cosponsors of H.R.

C 11124,

Madam Chairman, no one can serl-

‘ously question the nced for revision of

the existing authority of the ¥ood and
Drug Administration to regulate medical
devices. In 1938, when the FDA was given

. autherity to seck seizure, injunction, or

crlinal prosecution with respect to
“adulterated” or “misbranded” devices,
devices were relalively simple in purpose
and design. The principal concerns at
that time were with respect to truthful
labeling and the removal of fraudulent
devices from the market, Over the ensu~
Ing 38 years, thousands of medical de-

vices have euntered the market, due prin--
cipally to the postwar boom In biomedi--

cal techhology. While the majority of

these devices have demonstrated few

healltlhh problems, and in fact have im-

proved the Hves of milllons of our citi- .
. zens, some sophisticated and important

devices have presenicd slgnificant health
hazards. A commitiee ehaired by Dr.

“Theodore Cooper, now MEW’s Assistant

_Beeretary for Health, Issued a report in

1970 indicating that in the 10 years prior.

to 1969 devices canused 10.000 serious in-
jurles and over 750 deaths. An intra-
uterine device marketed in the early

- branding,
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1970°s wars Iinked to 16 dea.ths nnd 25
miscarriages. Significant defects In car-
diac pacemakers have resulted in 34 vol-
untary recalls, Involving 23,000 units.

- Madam Chairman, it is widely recog-
nized by movernment, by industry, by
health professionals and by consumers

that archaic legisiation keyed to remov- - ’

ing “adulicrated” and "misbranded” de-
vices fromi the markel 15 no longer ac-

‘ceptabile to the American public. Whatls

necded 1s legisiallon authorizing premar-
lmt cleqmnce at
testlgﬂltﬁns of deviccs must be aqsmed
lest the American public be expoased. to
Inappropriately lested devices. Authorlty
to ban hazardous or deceptive devices,

- to require that devices be manufactured

imnder conditions that assure safety and
effectiveness, to resttdct the sale or dis-
tribution of devices, to Insure that the
public and health professionals are noti-
fied of risks presented by devices, is cru-
clal if the public is to be protected from
unsafe and inellective medical devices
and if hedllh profesclonals are o have
confidence In devices they use -or pre-
scribe. Persons who have purchaged de-
vices presenting substantial harm should
be insured that such devices are repaired
or repliced or that the purchase price
will be refunded.

This ts exactly what H.R. 11124 will do.

Madam Chalrman, let me briefly out-
line the major provisions.of the proposed
lemislation.

First, the bill requires the Food and
Drug Administration to classify all de-
vices into regulatory caterories based on -

the types of controls necessary to insure. -

the safely and efficacy of devices. The
categories arc:

Class I, general controls;

Class I, performance- standards; and

Class III premarket approval, ‘

‘Classification of a device Into class T—
general controls—imeans that it shall be
subject to the existing and hew general
controls. relating to adulteration, mis- -
banning, reporting, regisira-
tion, restrictions on sale and distribu-
tion, and requirements for good manu- -
facturing practices, except that FIDA can
exempt devices from some general con-

“trols.

If classified Into class II—perfcrme-
ance standards-—a device shall be re-

quired Lo meet an applicable standard

ocn such date as is preseribed by FDAG
bui not hefore 1 vear afler the date on
which the standard is established., The
major general controls will continue to

~apply 1o the deviee unless superseded

by the standard.

If classificd inlo class IiI—premarket

approval-—and it Is & new device, the
device may not be marketed until it
meels premarket approval requirements.
If it is n dovice which 1s on the market
before the date of enaclment a regula- ..
tion mnust first be promulgated Lo require -~
premarket approval and then the device
has until the Iater of 30 months afler
its classiflcation or 80 days alicr the .

“promulgation of the reg'ula.tion ta obtam

approval,

Second, tho bill requires esiablishinent
ol expert pancls to asslst the FDA In.
classifying devices and requires  that
hese pancls submit recommendations |

Qi,'mﬂ'uﬁt: f"m dovwes. )
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for chwiﬂmtiou of markeled devices

- within 1 year of enaclment.

Fhird, there are specinl provisions for
implantable deviees., The bill requires
that pancls recommend that devices in-

tended to be implanted in the human .

body which are on the marke$ prior to
the date of enactment of the bill—or
whiehl are substantially equivalent to
such devices——be clussified into class 11—
subject to premarket approval—unless
they determine that such classification
is ot necessary to provide reasohable as-
surance of safety and effectiveness, Ib

also requires that itmplantable devices

ot on the market prior to the date of
enaciment—and not substantially equiv-

alent to . devices on the market before”

such dale—undergo premarket approval

before they may enter the market.
Fourth, the bill prescribes procedures

whereby qualified groups may develop

proposed. standards or submit existing

‘sponsivencss to the

CONGRLSSIONAL S "CORD -_— IIOUSE

(Ms. ABZUG asked and was given per-
mission to revise and extend lher re-
marks.)

Ms. ABZUG. Madam Chairman, I

would like to commend the distinguished -

chairman of the Health and Environ-
ment  Subcommitiece and the  entire
commitlee for the excclient job done on
thiz hill. and particularly for your re-
heaithh needs’® of
womelt. As is noted in your commitlce
report, we have already had one bad ex-

" perience due to unregulated marketing

of IUD's. The Dalkon Shield was on the
market for several years before its use

~was linked to several deaths and mis~

standards to be utilized by DA in -

promulgating: performance standards
-&pplicable to class II devices.

Fifth, the FDA is authorized to exempth.
a device from the requircments of the
bill if the device is intended solely for
“investigational use and if the proponent

of the device submits a plan demonstrat-

- ing that the testing of the device will be

“supervised by an instifutional review
committee, insures approprinte patient
~consent, and maintains certain records
and reports.
Sixth, the hill authorlzes proponents
of devices classified into elass IIT to sub-
. mit product development protocols in
- lieu of applications for premarket ap-
~proval. This exception authorizes a pro-
cedure whereby the devclopment of a
product and the development of data
necessary {o secure premarket approval
are, in effect, merged. The PDP excep-~
tion requires submission of a protocol for-
_testing, and approval of the protocol by

FDA, Upon a finding by FDA that the’

protocol has been completed, the device
i3 considered as having ah approved ap-
-plication for premarket approval.
Seventh, the bill ‘authorizes FDA o
ban a device which presents a substan-
tial deception or substantial risk of ill-

ness or injury; to require notification

and repair, replacement or refund in ap-
- propriate circumstances in. connection
‘with medical devices: and to require
maintenance of records and reports by
manufacturers and distributors of medi~
Jeal devices. It authorizes FDA inspection

of such records and reports, and author-.

izes FDA to prescribe good manufactur-
ing practices for device manufacturers.
Eighth, the bill authorizes “custom de=

vices"—devices specially ordered for pa-.

tients or intended for use solely by an
individual physician or other specially
“gualified person—to deviate from per-
- formance standards and requirements
for premarket approval. .

Madam Chairman, H.R. 11124 has the
support of the administration, industry,
and consumer groups. It deserves the
support of every Member of this body,
and I urge Its passage.

Ms. ABZUG. Madam Chsr.irman. will
the gentleman yield?

Mr. ROGERS. I yield to the gentle-

- woman from New York.

eatviages, and a variety of other medical
complications for its users.
maiely ‘5 million American women use
intrauterine devices for the purpose of
coutraception and it is cssential that
only safe and effective models be sold,
Your report states that—

The committee eipects that these provi-
stons will hiava the effect of requiring that
* = * jntrauterine devices as well as other
types of devices which have been nssociated
with incidents of slgnificant Iliness or mjury.
be classified into class IEI,

" Would you please elaboraie on the

specific protections included in this bill -

for users of intrauterine devices?
- Mr. ROGERS. Madam Chairman, I

-waould be pleased to do so. As the gen-

tlewoman from New York points out,

testimony received during hearings on
this legislation documented clearly the
necd for strong reguiantion of intrauter-
ine devices. The bill includes provisions

which will insure that devices which are

cand  effectiveness

to be implanted in the human body, such

“as the IUD, will receive the most strin- -

gent scrutiny. Included in the bill ave
provisions which have the effect of es-
tablishing a presumption that implant-

able devices on the market prior to the .

bill's enactmient be classified into closs
IIT and required to demonstrate safety
through
testing. Any decision by the Secretary
not to classify such devices into class IIT
must be accompanied by a slatemens
of the reasons for the decislon. Of course,
organizations concerned with the special
health necds of women and other Inter-
ested parties would have opportunity for

.coinment before a decision not to require

any preseiitly marketed implantable de-

vice, such as an IUD, to undergo premar-.

ket testing.
In addition, all implantable devices
not on the market before the date of

enactiment—and not substantially eqtiv-’

alenf to marketed devices—must be clas-
sified into class JII and thus undergo

bremarket testing whiclhi demonstrates -

safety and efTectiveness prior to enter-
ing the market,

Thus, under the legislation, most if noé
all models of the YUD will undergo pre-

market festing, This certainly would be.

the intention of the committee.

Mr. HANNAFORD. Madam Chairman,
will the gentleman yield?

Mr. ROGERS. I yield to the gentleman -

from California,

(Mr. HANNATORD asked and was
given permission to revise and exbend his
remarks.)

M. HANNAFORD. Madam Chairman,

Approxi-

premarket
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~we have needed Taws to regulate medical

devices for some time, not only to pro-
tect patients, but slso to protect the -

‘manufacturers and physician prescrib- -

ers of thes! devices. Previous to. ehact-
ment of this bill, there has been no ex-
pression of Conpgressional intent as to
how the T'DA should deal with medical -
devices, TIF. 11124 will reclify . this sit-

cuntion. A least the manufacturers and |

physicians will know what to expect from -

~ the FDA.

My concern over the lack of legisla-
tion in this area was aroused by hun-
dreds-of Ietters from constiluents who -
had benefited from an implant device
called the intraocular lehs used in cata-
ract surgery. This device has been on the -

‘market for a number of years, and over -

30,000 implants have been made. The
I'DA is presently considering proposals
to classify the intraoccular lens a new
drug so that they can remove it from.
the market for tesiing. My constituents
were concerned that removal of the lens
from the market would prevent others
fiom recelving its benefits. Passage of
HL.R. 11124 would pravent this from hap-

-pening, allowing the manufacturers of -

implanis already in use to present evi-
dence of the safety and efficacy of the
deviee, and production standards-which
they would follow before the device is

C removed from the market. -

We all agree that legislation is needed

to regulate the production and use of

medical devices, particularly those which
are implanted in the human body. I have
hecome increasingly concerned over the
phenomenon of law by regulation dur-
ing my term in Congress, We have been
eleeted Lo enact the laws which govern .
this country, and we must make every
effort to reassert our authority., H.R.
11124 is a clear expression of congres-
sional intent in the arvea of regulating’
medical devices, permitting the FDA to
implement the law, not write it. I urge
my colleagues to support this bill.

Mr. ROGERS., Madom Chairman, I
thanhk the gentleman from California
{Mr. Hanwarorp) for his interest and for
his concern whichh he had -expressed -
previously fo the committee. The com-
mittee bill does help in these matiers
the gentleman has addressed.

Madan Chairman, I resetve the bal- :

ance of my time.

Mr. CARTER. M'tchm Ch'mman I
vield 10 minutes to the gentleman from
Texas (Mr., CoLLINS).

(Mr., COLLINS of Texas asked and -

‘was given permission to revise and ex- .

tend his remarks.)

My, COLLINS of Texas. Madam Chair-.
man, this hill has several good things
going for it. I think the best thing about .

-1t is the Members who have sponsored

it: The pentleman from TFlorida (Mr.
Rocers) has been most fair in our de-
iiberations. e comes from the wonder-
ful State of IMlorida where healith is™ -
sbundant and whete people live forever, -
T-would like to thank my good friend,
thie pentleman from Kentucky (Mr.

CarRTERY, who is our medical authority - |-

on tho committee. He has always been
most generous end most openminded on
all ieglslation. Both these gentlemen
fn.vor thls bill. So. I reb.llze 1ts meuts.




March 9, 1976
My-opposii.ion to the bill is based on

the fact that America today has all the

regulations and all the redtape that it

" needs on its sore back, We are talking
here about adding more regulations about
medicine. I do not know much about
medicine, but for 25 years I was in the
life insurance bitsiness. We were ketnly
interested in who died heeause we had’
to pay the death claims. '

. Madam Chairman, I want to point out
that there were very few people who ever
~died from medical devices. There was
Just a rare case here and there of @
death resulting from medical devices. Let..
me tell the Members what they did die
from. They died from heart trouble.

Heart is the major cause of death.

If we keep on up here in Washington-
“with the same kind of fool legislation
~ that we turn out here everyday, day in

and day out, we are geing to develop
heart trouble in all of America. From

coast to coast every manager who is try- -

Ing to make a living today has to sit back

.and fill out form after form after form.
‘When he gets through filling them out,
there is some bureaucrat in Washington
who s going to tell him that he did not
fill it out right. ) :

. There are many men in little busi-
nesses who do not even know about these
-regulations, and the bureaucrats are go-

* ing to make them shut down the whole

works. That kind of small businessman s
- probably going to go broke, How would:
Thomas Edison ever invented anything.]

- if he had been spending all his time fil-
- Ing out reports. . ’

I guess it sums it up by saying that it
Is just one further burden on the al-
ready overburdened medical profession
and the medical suppliers, :
__ X want to remind my colieagues that
the United States has the greatest medi=
-cal system in the worid, and we are going
to serlously jeopardize this system's ef-
ficiency if we increase the amount of time
that we require members of the medical
profession to spend on these redundant
and burdensome Federal requirements.

We know what happened in 1975. The
medical profession was just loaded up
to lis ears with malpractice suits; and.

.

-...NOW We propose, in 1876, to give them the
", medical devices bill to further overbur-~

den their sore, sore backs.
I would like to call everyone’s atten-
tion to the survey that was made last
. year on Federal bureauracy, The Citicorp
surveyed the American public, and they
found that 90.6 percent of the American

e people fee] that there is already too much

- Government redtape. Therefore, what we
"mre talking about here is more Govern-
ment redtape in every shape and form.
. _In this medical devices bill they took
155 pages of small print to explain if. I

- am glad that they did because this report

" highlights just o fow of the problems of
the confusing language of this bill.
- . This big printed documoent is 116 pages,
11-inch pages, n which the bill goes into
-great delail to specify the law. Section
after section promulgate thousands of
© pages of required reports, .
If ¥ could, I would like to just glve an
" example of what is covered under this hilt
- under section 592 (C). It is eadled, “Mis-
branded Drugs and Devices.,”
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I will quote this:

If any word, statement, or otier Informa-
tlon required by or under authority of {his
act to appear on the label or Inbelling is not:
prominentty placed thereon with such con-
aplcuousness ps compared with other words,
statements, deslgna, or devices in the label-
ing and In such terms as Lo render the label

to be readily understood by thelr personal

Use . . .

That i5 just one example of how con-
fused a person could be ns to what goes
outo a label, ’

Mr. ROGERS. Madam: Chairman, will

.the gentleman yield?

" Mr, COLLINS of Texas, I yield to the
gentleman [rom Florida,

Mr. ROGERS. Madam Chairman, I
thank the gentleman for yielding.

I understand his concern. I might say
that the section he has just read is pres-
ent law and -has been in the law since
1938.

What we have done is write a bill spe- .

cific enough so that we just do not turn
over t0 a bureaucracy and allow them
to write whatever and however -they
want. . )

We have been very specifie and careful
in developing this legisiation, and T think
the gentleman will find that the commit-
tee has done a good job.

Mr. COLLINS of Texas. I appreciate
that. I did not understand that that was
detailed in the present law. -

I would like to -ask, What do we do in
this bill, in these 116 pages: what do
we do to clarify thaf section, because it
is & very confusing section? )

Mr. ROGERS. ‘What we have done
throughout the bill is detail the exact
procedure that all interested parties—
FDA, industry, and consumers—must
follow. We do not turn over broad au-
thorily to the Food and Drug Adminis-
tration and let them write regulations
any way they want to. .

We have been specific because we he-

‘Heve the Congress should write the law

specifically, The commitiee dees not In-

“tend to allow regulatory agencles to do

anything they want to.

tleman tell me specifically, with respect
to that particular section, how they are

going to spell out any particular device, -

and how we are going to let them know
what size is the right, size?
Mr. ROGERS. This has already been

“accomplishéd through Tegulations, be-
¢ cause the provision is in existing law; as

the gentleman knows.

Mr. COLLINS of Texas, I did not find
it in this bill, I can see where these busi-
nessmen are going to be confused In so
many ways.

The term “devices” itself is confusing..

It is defined as any “instruments, ap-
paratus, and confrivances,
their components, parts, and accessories,

intended for use in the diagnosis, cure, -

mitigation, treatment. or prevention of
discase in man or other animals; or to
affect the structure of any funection of
the bedy of man or other animals.”

That to me sounds very confusing. Is
that simple language in the eyes of &
bureaucrat? : .

“Mr, ROGERS. If the gentleman will
permif, and will yicld further, the defl-

‘ORD — HOUSE

“nition Is set forth in such detail in order ‘
Yo insure that there be no question as Lo
the distinction between devices and - .

‘Ing about deaths of people.

including -
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drugs. Presently, IDA is {reating scveral
device products as drugs and requiring
such products to go through premarket
clearance. The courts have upheid this -
procedure. Actually. this definition will -
clarify the distinction belween drnigs and.

. devices and authorize thie FDA to apply
‘appropriate regulatory safepuards, only

a5 necessary to protect the public. .
Mr. COLLINS of Texas. Would the
gentleman from Florida not say that-
classification of devices pretty well in-
cludes - everything, or well nigh every-
thing in creation? ) o
Mr. ROGERS, We assume all medical
devices will fall within the definition.
Bul the gentleman will recall that the

“bill would establish. three categories of

regulation. A device classified into elass I
would be subject only to so-czlled gen-
eral controls. Devices classified into
class II would be subject to standards,
and class IIT devices would be required
to undergo premarket elearance. The
gentleman will be pleased to know that
the bill is structured so that the least
amount of control necessary to sssure
reasonable safety and effectiveness will
be made applicable to a device. )

Mr. COLLINS of Texas. Madam
Chairman, I would ask-the gentleman
from Florida how widely impacted this

“problem of medical devices is in Amer-

ica? How many people, for instance, does -
the gentleman think have died because
the present law was not adequate? +
Mr. ROGERS, The Cooper commitiee
reporied some 750 deaths and 10,000 in-

- luries during a 10-year perlod. We have

had severe problems, as the gentleman )
knows, with interuterine devices which
have caused significant numbers of

-seplic abortions, injuries, and deaths,

We alse have experienced problems
with heart pacemakers. Thousands have
had to be recalied, We think the Amer-
fcan public deserves to have the best
possible devices that ean be made and

Mr. COLLINS of Texas. Can the gen- - that health professionals-can be con-

fident of the devices they use. .
Mr. COLLINS of Texas. We are lalk-

Mr. ROGERS. And injuries,

Mr. COLLINS of Texas. And ipjuries. -

Let us talk about deaths and injuries.

- ¥ was always impressed with the DWI

cases that caused so many fatal nccle

dents. I would say that for every single =
~person who dics from n medieal device,

there will be about 100 who will die from
a DWI situation, yet I know nothing of
Federal legisialion to reduce DWI's.
Why do we not do something ahout the
‘main cause of accidents. Instead, there
is very little sald on that matter. I think
we should go into the subject of diunk
drivers. -

Mr, ROGERS. If the gentleman will
yield further, I think the gentleman
knows that the DWI problem is rveally a
State issue, and I know of no State where
it is not again, the law to drive while in-

toxicated, Yet we also have attempted to

do something about the problem of alco- -

" holism which I agree is one of the most

serlous problems we have in this couniry.
In 1970, the Congress addressed the
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problem of alcohwolism . by ehnacting the g

“to supiport the

Hughes Act which, among other things,
‘provides support for treatment and pre-

vention programs. In fact, the Subcom-
mittee on Health and Environiwent is.

presently marking up a revision and ex-

tension of the original Hughes Act which -

I am sure the gentleman from Texas
will support in full commitlee, .
Mr, COLLINS of Texas. I will be proud

control, T might add on this subject of
DWI, that I am as a rule a sapporter of

-States rights, but basced on the experi-

ence in England with the subjecl of
DWD’s, they were tremendously -success-
- ful in facing this problem =2
to reduce DWI accidents until they be-
gan fo ease back on enforcement.

‘" The CHAIRMAN.. The time of -the
gentlem'm has expired.

" Mr. CARTER. Madam Chairman, I
¥ield myself such time-ns I may consume.

{Mr. CARTER asked and was given
permission to revise and extend his
" remarks.)

Mr, CARTER. Madain Cliairman, I rise
in support of H.R. 11124, the Medlcal
* Device Amendments of 1978,

The bill amends the Federal Food.

'Dmg, and Cosmetic Act to afford the
and .
“Welfare thie long overdue authority to

- regulate medical devices.
Every member of the Subcomnittee on -

Secretary of Health, Education,

Health and Environment is a cosponsor

rof this legislation. -

Our subcommittee held Iengthly hear-

_ ings and gave this bill careful eonsidera-

tion, As a resulf, a munber of construc-
tive changes have been incorporated into
" the legislation in response to consumer,
industry, scientific, medical, and admin-
istration concerns.

In partieular, I would like to direct my'

colleagues” attention to several of the
< bill's provisions. '

the need to continue to encourage scien-
ific investigation and to assure product
-innovation.

To that end, I introduced an amend-
ment with Mr. Roceas to provide certain

regulatory exemptions for devices for in-

vestigational uses.

This provision authorizes FDA to ex-
empt devices intended solely for investi-
gational use—from the bill's Teguire-

1 ments—if the sponsor of the device sub-

mits o plan demonstrating that the tesé-
ing of the deviece will be supervised by
an institutional review commitkbee.

He must also provide assuranee of ap-

" propriste patient consent, and record-
. keeping procedures.

. This provision allows the'ﬂe\ibility
/which we feel is necessary in this im-
port.ant area of scientific rescarch:

A second concern was the potential
ecconomic burden of a regulatory -bill on
tho medical devices Industry—and in
particular—its impact on small business.

Several provisions have been included

> In the bill with this concern in mind,

One is an alternative procedure for
premarket approval of devices—called

© “product development protocol.' .

This procedure allows the development

'_ of a product to cvolve simultancously
with the development of data necessary’

Ao demonstrale safety and effectiveness.

. These are items which:

gentleman’s bill on DWI . ordered for patients, or inténded for use.

vk continued -

First, the subcommittee was aware of .
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-Another provision establishies an omcc )

“wthin the Department of Health, LEduca~
“tien, and Welfare to provide teclhinical

assistance to small manufacturers of

medical devices to assist them in com- -

plying with the requirements of the act.

The subcommittee was also aware ol -

the specind needs and circumstances sur-
rounding . provision .of custom devices.

solely by an individual physician, or spe-
cially qualificd person,

- In llght of this concern, the bill author-
izes “custom devices” to devinte from

- perfermance standards and requitirements

for premarket clearance.
These and other provisions reflect the
subcommitbiee’s intent to develop a bill

~which would protect the public’s safety—

and yet not impose unduly burdensome
requirements .on the medical device
industry.

We have all witnesscd the revolution
in biomedical technology which has con-~

tribufed to the extremely rapid growth |

of the medical device indusbry in the past
two decades.. .
Indeed, this growth has been critical

“for the development of many lifesaving

and life-sustaining devices.

T am confident that this legislation will
provide for continued progress in the
medical device field—and at the same
time—will provide the responsible regu-
latory authority over medical devices
which is needed to protect the pubhcs
health and safety,

Madam Chairman, the following is o

background statement concerning the

need for the legxslatmn and a summary
of the legislation:
BACKGROUND
Medlcal devices wera first regulnted by Lhe

Federal Food, Drug, and Cosmetic Act of
1938, which defined devicea to include both

are specialiy |

cavds for cectaln devices

- March ‘) 19/('

chum {such ns sutures) moay bo cnnsidcmd

drugs and thus subject to FDA pre-market |

('lmrnncc Thiz prompted FDA to govelop a
clearer disbingtlon between drug nnd device,
classifying o product as o drisg If 1ts intended
action Is chemical, or-based on comipléx tech-
nelogy which would be less hazardous under
new deug controls,

In 1970 a Special Comimitice on Medleal

Ddevices reviewed the need for addiffonal

medical device legistation and recommended
that HEW e glven the authorlty to sot stand-
and roquire pre-
market clearance for others. They also rec-

- ommended o peer review R)stcm 1o ovclscc

guack machines, and fegltimate obfeetls such |

as surgieal instruments, prosthetic devices,
and contraceptives. The 1338 Act, as nmend-
ed, enables FDA to require that medical de-
vices are manulactured under sanitary con-
ditions, appropriately labeled, and not recom-
mended for any use which could endanger

_heanlth. The FDA has no authorlty to reguire

manufacturers to demonstrate the safety and
efficacy of medleal devices before marketing
them: they may ouly act after a device has

‘been sold commercially,
Initinily ¥DA's concern was wilh truth-

ful labeling and the removal of fraudulent

‘devices from the market. New medical re-

searclh produced a great number of sophisti-
cated and important medical devices, such as

" heart pacemakers, kidney dialysis units, nnd

arttficial henrt valves, The complex nature
of sucl devices, combined with the critieal
medleal situntions in which ‘the devices are
used, has caused Inereased concern ovet thelr
potential for harm.

In the zearch to broaden medical knowl-
edge new experlinental approaches have been
used hefore adequate premarkel clinical or
animal testing—In some instances, without
patient consent. In the 10 years prior to 16569,
devicns cpused 10,000, serious infurlés and
aver 760 dealhs, In egarly regulatory actlong
FDA was able to estabilsh the hazardous
nature of devicea through expert testhmony.
but now they must test those suspected
of helng vnsafe, One fraudulent and hazard-
ous device marketed in 1949 could not be re-
moved from the market until 1970, at a cost
of $500 miilion to FDA. Two court decisions
in the Inte 1800’8, however, cstalilished that
producly which are not ¢lenrly devices or

device development.
Legisiative blstory

Sﬂ\er'\l bills reguinting devices were in-
troduced in both the House aund Scnate dur-
ing the 9%rd Congress, and on February i,
1974, the Senate passed the Medirnl Device .
Amendments of 1973 which was nob consid-
ered Dby the EHouse. On Aprll 17, 19756 the
Senagle apain passed a medicnl devices biIL'S.
510 which coutained virtually the same pro-
visions as.the 1974 bill. HEW was required
to set up panels of scientific experts.to review
and classily medical devices into 3 classes: 1)
those necding no regulation, 2) ‘those who

~must meet standards set by outside groups to

agencies selected by HEW, and . 3) those re-
quiring pre-market approval by panels ol‘

sclentific experts. o

PROVISIONS
Under H.R, 11124, articles are consldered
medical devices rather than drugs If they are
not dependent upon chermical action and are

not metaboelized to accomplish their purpose. . -
HEW is authorized to determine the safety - .

and eflectiveness of devices when wused as
recommended, welghing health  benefits

-against, possible harm, FDA will be respon-:

sible for implementing the bill, which estab-
iishes 3 categories for medical devices, mld
provides for thelr classification. ., - o

Class I--General controls - .«

Devices placed in class I shail be those for
which existing controls on labeling and sand-

-tation and the mew general conirols estab-

lishied by the hitl nre enough to assure safeby
and effectiveness. Where incomplete Informa-
tion exists to certlly that general controls are .
sufficient, devices may be considered clms I
if they do not present-potential risk.

Class II—Performance standards

Devices in class II are those for which
gencral controls are inndequate and for which
enough.information exists to estabiish a per-
formance standard, HEW will set a date for .
meeting a standard, and general controls
shall continue to apply to class II devices,

" unless specliically superseded.

Performance standards may consist of de-
sign and labellng reguirements as well as
clinical demonstration of performance. Pub-
Iic and privalte organizations (Including
FDA) shall he required ito submit proposed

. standards or offers tp develop them to HEW.

HEW may elther -accept a standard or de-
velep one, and may refer proposals {o expert
advisory commilttees {(panels composed of
scientists and nonvoling representatives of

“both consumers and device manufacturera)
Afor review. After a peried for public com-

ment, IIEW may issue a regulailon on the
standard, which shall not take effect until 1
vear sfter publicatlon unless the prolection
of public heallh mandales an earlier date,
Clasa HI—Premarketl approval |
Mediea! devices shall be placed in clnsg ITL.
iIf Insuficient informatlon exists fo asgure
that gencral controls or performance stand- -

" ards would certify thelr safety and efloc-

tivenesy and if they are important medically
or pose substanbial -risk, All products pros-

_ently regulated as drugs wli be placed in

clnss III, as well as all new devices {not sub-
stanilally equivalent to those on the mar-
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. ket) ‘and most devices designed fo De !_s.ﬁ-
. planted,

S Clags T1T devices will- be sublect to -pre-

S IR R b

fillng of an application with HEW Including:

. market approval by HEW-appointed tech-
- - nlcal prnels of experis. Approval reguires the

= '_ . manufacturing process; 3} reference to & por--

- formance standard applicable to the device
-if placed. iw ¢lass 1I; and ¢4) n sample of the

- to an appropriate classifiention panct for

. of recelpt (unless extended by muttal agree-
. ment), and . may condition s -approval sub-

. distribution. .
4.7 . Product Development Protocol (PDP)}-—
g . 'The bill, recognizing the frequent mocdffica
4 - . tlon of devices during development, allows

“the merging of the Investigatlon of-a device

. with the gathering of Information needed for
... ' premarkpt approval, A PDP must contain.

_:.descriptions of the: 1) device to be de-
veloped; 2) tests to he conducted on the de~

vice; and 3) expected results. PDP's shall be

- ‘referred to classlficatlon panels for recom-

. mendatlons, with approval or disapprovai by
. . HEW taking place within 120 days after re-
celpt. Approval .of the PDP shall not ceon-

- atitute device approval, only the initial step.

“. . When the device is fully developed, & notice
.of PDP completion must be filéd which

[ - ghould include results of the required fests.’

within 90 days of submission HEW must
~elther approve the device or, alter conduct-

 {ng an informal hearing, declare the PDP not

- completed. An approved PDP may be revoked
after & bearing if new information indicates

b riske .

P, ‘ classiﬁcaiién of devices

" .- 'JIEW shall establish panels of experts to

-.:pecommend device classification. The panels
.- 'shall be organized according to medical spec=
: ‘falty (dentistry, uroiogy, radlology, etc.), and

- .each panel of experts must include 2 rienvot=

i~ meémbers reprecenting consumer interests
- and device manufacturers.
 "Pancl Operatior —HEW ghall refer devices
to the appropriate panel and the panel shall
provide Interested patties the opportunity

for. comment, D ta considered by the panel-

ghall be held confldential, nhd 1f'a class IIX

. deslgnation i3 made, shall continue to be conl-

! “. fidential. After rev'ew the panel wil submit
.. the recommended classification to HEW, in-
_¢ s -cluding: 1) rationa’-; 3} the data used; and
= 8) thz: possible health risks of the device.
¢ - QOlassification panels shall report within 1'year

"+ of beilng funded regarding all devices.on the.

. - imarket before the bill's enactment.
Panel recommendations of devices for class

: - I shall include recommendations for poessible’

"'+ walver of recordkeeplng ahd reporting, or any
i~ .. gther of the general controls. Devices which
o gre.wsuelly implanted in the body, and have
Been sold commercially before ennpctment {or

~ . are slmilar to marketed devices) shall be rec-
onunended by the panel as clasg III uniess

" they determine this unnecessary. All devices
not marketed before ennctment shall be con.

_ device if possible. Applleations are referred.

study and judgment. HEW must aprove or
disapprove the application within 180 days

Ject to restrictions on the device's sale or.
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garding performance standards or premarlet

approval. Reclassificatlon may be on HEW's -

own initintivo or following peiltlon by an ia-
terested party, ad HEW may roquest a recs
ommendation regarding a chanxe from the

-panel inillally reviewing the device..
1) reports on the device's safety and eflec~ :
* tiveness; 2) a doscription of design ‘and

General conirols .

The bill establishes a number of pcheral
controls appleable -to all medical devices,
regardiess of classificatlon. ' o

Registration--Device manulfaciurers must
repister with HEW a list of all devices manu-
factured. HEW may develop a uniform sys-
temn . for device identiflcation, and the pres-
ent drug reglstration exemption for pharma-
ci¢s. practitioners and researchers is extended
ror dovices. ’ :

Baenned Devices—IIEW is given authorlty
- to ban any devide after consulting the ap-’

propriate panel and conducting an informal
hearing with the mnanufacturer and other

“interested partles, if the device-presents an

unreasonable  health  hazard, Labeling
changzes . may be recommended instead of a
ban, but HEW may {immediately remove any
device from -the market 1f i presents.s sub-
stantial ‘direct danger to health. . E
.Notification of Risks—When a device on
the. market .13 determined hazardous, HEW

mday require notification to people preserip-:
ing. or using the device, or to manufacturers,.
. distrihutors or retailers. Notifications may be
sent by HEW, the manufacfurer, the distrib--

utar, or the retajler, depending on the cir-
cumstances. -
Records and Reports—HEW may require &il

. partiis invelved in the marketing of devices

to keep-records and make reports to assure
that tievices meet the requirements of the
bill. Reports and records are not to be bur-

-densome, with HEW to balance health pro-.
tection needg with the cost of providing the

tnformation.

Good Manujacturing Practiccs—HEW moy .

1ssue regulations requlring that the produc-

tlon of .devices conform to certain manu-~’

facturing practices. A 9-member advisory

committee is established to develop require-
ments for good manufncturing practices -

which may be waived by HEW under certain
circumstances. - - o

Other provisions = -~ - .

o Ezemptions—HEW may exempt a device

from the bill's requirements 1£: 1) it Is in-

tended solely for investigational use; and 2}
reports on the technical supervision are sub-
mitted when the device iz to he tested on
humsans. Pattent consent must be obtained
when devlices are tested on humans, unlesy

. 1ife-threatening conditions preclude this re-

quirement. Custom devices may elso be ex-
‘empted from performance stalidards or pre«

market approval If a quallfied person certl~

fies that the device Is intended for use only

" gldered in class 11T unless: 1) they ate shmilar

.- to previously marketed class I or II devices, or
" #) HEW reclausifles them in response to a
petition by the manufacturer.

Classtfication—HEW  shall publlsh  the

" panel's recommendntions in the Federal Reg- |

" ister and shall provida for e¢ nment by inter-
.. ested partles. Afler review, they-shall Issuite a
- regulation, including: 1) if the device Is in
clgss X, whilchh general requirements shall not
. epply; and 2} Hf the device wans eliglble for
“-elagd XIII but not 50 classiflied a statement of

. . explanation, ) -
. JReclessti¢ation-—HEW, upon recelving new
. Ipformontion shiout a device, may change its
_-...-classlflcation and revoke any regulation re-

by-a-named individugl. | .

Vi State gnd Lbcal Reqiirements—The hill
" preempts State and loenl medical device re-

guirements, unless they are more stringent
thian those of HEW.

Ezports—Devices not complying with the
biH's provisions may be exported if: 1) they
meet the laws of the imporiing country;
2) gre labeled for export; and 3) the health
arency of the importing country certifies
the deviee's snfely, This provision also covers
the export of hew drugs, .

© Judicial Review~—Persons adversely =af-
fected by medical device regulafions and

_-orders lssued by HEW may petitlon the ap-

propriate US Court of Appenls for rellef,
All HEW records on the matter shall be re-
lensed to the Court, including the proceed-
ings of advisory commitiecs or Informai
henrings. .

Smalt Manufacturers—In addition to the

_ provisions allowing the exemption of ciass

T devlees from varlons general controls, the
bill requires HEW to establish an identif-
able office to asslst small manufacturers with
regulation complinnee. - B ’

-

HEW Under Secretary Margaret

) " costs R
" No autliorizations are lncluded in H.R.

11124, glthough 1t 1s expected that the ad- .
ministration will request future appropria- .
tlons. In PY 76, FDA's medical devies pro- -’
- gram was appropriated $6.7 miilion; and the-
commniltico estimates the new requirements -

of the b1l wil bring total costs to approx!

- motely $15 milllon, .. :

Madam Chairman, I also insert for the
Recorp the [following - material from

concerning H.R. 11124: .
' ANALYSIS oF HIR. 11124

1. CLASSIFICATION OF DEVICES INTENDED FOR - -
- - HUMAN USE

We favor the provisions of the¢ proposed
new gection 513 to the Federal Food, Drug,
-and Cosmetic Act which would provide for
. classification by the Food snd Drug Admin- = .
{strition (FDA) of all medical devices inm= . '
tended, for human itse, The proposed classi= -
“tieatlon system 18 conststent with the 1970
recommendations of the Committee estab--
ilshed by this Department, and chalred by - -
. Theodore Cooper, M.D,, the present Assistant -

Secretary for Health, to make recommenda-
tlons on the most apprepriate means to as-

sure the safety aud effectiveness of medical -

devices. - . . :
- Shortly after the Cooper Committee Re-
port, FDA was requested by former Secretory
Eiltott Richardson to initiate the proposed
medical device classification process. To date,
FDA hes clnssified gpproximately 3,000 de-
vices. This work will be of stgnificent value

- in classifying devices under this legislation.

. 2. PERFORMANCE STANDARDS B
"H.R. 11124 would add a new section 514 to

the Act which would establish a procedure

for promulgating performance standards’ for

those devices for which general controls are ”

insufliclent to assure their safe and effective
performance, and for which suificient infer-
mation exlsts to establish standards.

We believe that the procedure . for the

promulgatton of a performance standard as .

set forth In this section could be lmproved.

The present procedure would reguire the -
-publication of two separate notices for com-

ments: one publication of & notlee for the

' submission of comments concerning the és-
tablishment of a standard (propoesed section . ™

514(b}), and a second. publication request-

ing submission of offers fto develap -4 pro-.
posed. standard (proposed sectfon 6it{c})..

We recommend that the two steps be com-
hined trito one publication providing for the
sollcitation of both comments on the necd

for ‘a standard and the submission of offers-

to develop a standard.

- :In our testimony, we also expressed con-.
_ eerny-that the section providing for review of
@ device standard by an independent advi-

S0ry eommittee should be amended. Under

proposed section 514(g)(56) (B), a3 well as-

under proposed section 615(g} (2) (B}, the
Apenc¢y cannot use the panels- (who advise
on classification and premarkef. approval)
ad-the independent advisory conunittee used
for sdministrative review of proposcd stend-
nrds and of premarket approval decisions.

‘We urged that sectlon 514(g) (6)(B) Dbe -
amended to allow FDA to merely disqualify
those panel ‘members who may have pre--

judpged an Issue from service on an Inde-
pendent review sdvisory commnitice. The
Subcommlittce stafll has assured us that pro-
visions In section B14(g) {5) (B) are intended
mgrely to prohihit the ure of the entire clas-
slflcation paiel that had considered a device

ng the Independent. advisory committee for

review of n device standard or premarket ap-
praval declslon and that the provisions do
ot bar use of Individual membera of a panel
n3 members of the independent ndvisory
committee. We agree with this Inlerpretation

and, if 1t is correct, agree that the bill necd ’

not be amended. .

CHI23
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3: PREMARKET APFROVAL

Premarket approval would be required
under proposed section 516 for devices that

“gre of substantial imporiance in supporting,

sustalumg or prevenilug bmpairment of hu-
man life or health, or present & potential un-
reaspnable risk of iliness or injiry, and for
“which lunsuflictent information exists to pro-
vide reasonable pssurance of safety and effec-

. tlveness under general controls, or general

. eontrols and performance standards, alone,
We believe that the requirement for pre-
market approval in H.R. 11124 is too broad
-and that the criterion of unreasonable risk

to health and the substantial importance of -
- supperting, sustaining, or preventing the im-

“palrment of human life or health should be
met before requiring premarket approval, Ac-
. cordingly, we recommend that the word “or”
“be ¢hanged to “andin section 513(a) (1) {C}
() (1.

.7 In our testimony, we recommended that

“the provislon for cpportunity for a formal

evidentiary hearing, es an aitérnative to in-

-dependent advisory committee review of pre-
~market approval decisions, be amended to
provide instead for an- opportunity for an
Anformal hearing (as defiued in sectlon 3 of
- the bill), This recommendntion was based on

‘FDA 5 experlence in removing unsafe and in- -

effective drugs from the market under a simli-
lar reguirement in current drug law. How-
"sver, durlng Subcommittee ‘markup of the
bitl, Subcommittes staft explained that orders
whicth are subject to review under section
5156(g) (1) of the bill would take effect upon

. “Issumnce, after merely an informal hearing

and pending further proceedings. Thus, witlhi-
drawal orders would take eflect prior to the
formal evidentiary hearing or the review by
an independent -advisory c¢ommittee. This
understanding. coupled with the substitution

. of “questioning” for “cross-examination” at

Informal hearings, addresses our congerns

- about unwarranted delays in - terminating

ma.rketing of devices subject to sectlon 516,
4. BANNED. DEVICES

“We support the change in proposed new

section 518 to provide that, under specified

‘elrcumstances, the ban of a device shall take

effect upon: publication nnd pending any fur-

o - ther proceedings.

5. RECORDS AND REPORTS

. At the hearing, we urged that the records
and reports section (section 519(a){1}) he
~ simplified by deletion of the provision bar-
~ting “requirements unduly burdensome to &
device manufacturer, imporier or distributor
taking into account his cost of complying

= with such reguirements and the need for

the protection of the publlc health and the

. ‘implementation of this Act.” This language is

" unnecessary,

would engerdler controversy,
and would not add any real safeguards to

- mssure that burdensome requirementis. are.

ot imposed We also expreqsed concern that
_the réstrictions in sectlon 519(a)(5) UPon
FDA'S suthority to require reports for de-

«-yices suhject only to general controls may
" bo misunderstood. We read these reguire-

‘ments ns only restricting use by FDA of the
reporting authority to require that research

“be conducted that will generate data meet-
- Ing FDA reporting requirements, or to re-

quire routine perlodic reporting unrelated
to public health needs, except where neces-
. sary to determine If the device should be

. reclassified or Y the device is ndulterated or
mlsbranded. While the records and reports :

provisions of IR, 11124 are superlor to those
in 8. 610, the Senate version of the legisla-
tion, we belleve they can be furthier Improved

by tho amendments we suggest..

Althouch we also recoinmended nmending
sectlon 518(b) (2) to provide that resenrchers
snd teachers who directly limport devices for
thelr owa. use bo subjlect Lo section E1P rec-
ordkeeplug &nd report requiroments, such an
amendment I8 no longer necessary becauss
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of clarliying amondments to the luvcbtlga- E

tlonal provisions of the bill which assure rec-

" ordkeeping and reporting by rescarchers.

8. CUSTOM DEVICES
We support the oblective of the proviw!on

-allowing marketlng of custorn devices, urnider

proposed new subsectlon 520(b), that necess
sarly devlate from requirements  which
would otherwise be applicable under a strnd-
ard or the premarket approval provisions of
the bill. However, 1t is essentlal that the

- custom device provisions not become 4 loop-
hole that will allow the marketing of darne-
. gerous or deceptlve products. Section 520(b)

would not, as we read the bill, exempt any
device from otherwise applicable regulations
for investigational devices, banned devices,
or rertricted devices. It should also be made

clear that FDA would be able to take neces-.

sary actlon to curb a practitioner’s use of a
custom device on several patienis, where this
use is repeated to such an extent that the

. practitioner is in effect conducting unsuper-
vised expertments, or allowing the marketing

of & product that would otherwise be unlaw- . . .
'thererore recommend that this provision be-

ful. We recognize the difficulty of dralting
a provision limiting use of custom devices as

a course of conduct that prevents abuses, but -
does not prevent use of custom preducts

where justified by medical heed. FDA will en-

“ deavor fo strike the necessary balance in its
regulations implementing sectlon 520(b).

7. RESTRICTED DEVICES:

. We are serlously concerned about o provi-.

sion adopted durlhg Subcommittee markup
of the bill which would curb FDA's author-
ity to restrict use of a meédical device to a
subcategory of physicians based on traihlng
and experience when necessary to provide

_reasonable assurance of a devices safety and

effectiveness. This provision will seriously

‘undermine’ the Agency's ablilty to reduce”

public exposure to medical devices that may

- be unsafe in the hands of practitioners who.
Jack the iralning or experience to use them.

Also, the eflect of H.R. 11124 may be to dls-

courage FDA approval for commercial mark- .

eting of products that will provide great
benefits to patients when used by skilled
practitfoners, but which present unreason-
ahle risk to patlents if used too widely by the
untrained, FIIA& may have to retaln inves-

‘Hlgational controls over devices for a lengthy

peried of tlme, since section 520(g), unlike
section 520(e),

be marketed safely and effectively, FDA may

-also have to resort to its present authorliy

under sectlon 602Z(f) of the Act, to regquire
adeguate directions for use and promulgnte

concitional exemptjons from this require- -

ment. We therefore rccommend deletlon of
the phrase “{other than any condltlon which

would 1imit the use of & device to a partle- -
uler category-or categories of physiclans based

on thelr tralning and experience).” This mat-

“ter 1s a serigus concern with the Increasiig

sophistication of medical devices.

8. GoOD MANUFA‘CTURING PRACTICE ADVISORY

COMMITTEE

We still believe that 1t is unneccessary to
require establishment of a separate sdvisory
commitiee to advise FDA concerning pood
madnuincturing practice reguiattons. FDA's
present procedures provide ample opporth-
nity for industry, consumers, and scientists
to make known their views in this aréa. It a
gpecific advisory commiltee on pood mant-

‘Tacturing practice regulntions secms deslr-

able, we will establish one. Morcover, the De-

partment is opposed generally to the statu--

tory esiablishment of ndvisory committees
since 1t tends to result over time In the
existence of unnecessarlly rigld commnittees
which' have oulllved thelr usefulhess, We
note that Cougress supported this view in

the Feodern! Advlsory Comumlttee Act.

“Hon. HarLEY O. STAGGERS, :
| Chairman, Commitice on Interstate and For-
cign Commerce, House of Representa—_

authorizes FDA to distin-
" gulsh between categories of physicians based
‘on qualifications. To assure that a device can

8. PROCEEDINGS OF ADVISORY PA.NELS A.NB
COMMITTFEES

WG question the advigabillty of the amend- ‘
- ment adopted by tho Subcommittes, uew
subsection 520(t), that advisory panels and

commmittees maintain transcripts of thelr
proceedings. It Is FDA's poliey to allow 1its
contmitiees to deelde tor themselves whether

of minutes, as set forth in proposed section

2313 of Title 21, Code of Federal Regulations’
4n FDA's. proposed procedural regulations

{Federal Register of Scptember 3. 1975, 40

‘FR 40748). This policy has been maintained

to protect the free intérchange of tdeas by

these advisors. Thls concept that. internal =
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_they wish to have transcripts or tapes made ¢
of their meetings us an nid to preparation L

communleations of Government employees |

‘may be exempted from public disclosure so

A5 to promete full and frank discussion is
-get forth in the Freedom of Information Act.

A3’ Incorporated into the Federal Advisory .

be optional rather than mandatory. We

deleted.

10, HEW OFFICE TO PROVIDE TECTINICAL ASSTST- -
ANCE 'TO SMALL hI.!\NUFACTURERS or MEDICAL,

DEVICES

.~ The Department i3 Opposec! to the statu-
tory establishment of a scparate office within

HEW to provide technical and other noufi-
nancial assistance to small monufecturers of

‘medleal devices. Legislative mandates of or-
ganlzailional structure result in rigidity and -

‘Committee Act. We believe it conslstent with™ ~ .
‘this policy that maintenance of tra.nscripts, )

overlapping functions and limit the Secre-

tary’s abillty and discretion to organize the

'Depnrtmcnt in the most eﬁ‘ective manner to

achieve its objectives,

. i

F:-:B_au.m-: 5, 1976.

tives, Wasltingion, D.C.

Dgar Mgr. CHMRMAN: There is before your
Committee, &s reporfed hy the Subcommittes
on Public Health and Environment on No-
vember 13, 1975, HL.B. 11124, the “Medical
Device Amendments of 1975." The reported
L is a clean bill i1n lieu of H.R. E545 as
amended by the Subcommittee. :

The Departiment of Health, Education, and

Weifare supported leglshtlon similar to H.R. -, )

11124 jn the Ninety-third Congress and has

long endorsed the need for modernizing the
“authority of the Food and Drug Adminisira-

tion (FDA) over medical devices. We alsoe

. presented iestimony generally favorable to

H.R. 5545 at hearings before the Subcommit-

ftee on July 28, 1975. Provided thab.it 1s -

‘amended {o meet a few continuing colicernsg
outiined bn an snhalysis which we will sliort-

1y forward to your atltentlon, the Department .
vigorously supports H.R. 11124 as a balahced -
. respense to this need,

If H.R. 11124 were enacted, FDA would use-

both existlng resources and a substantial part

-of the $17 million requested Increase for the

Agency in the President’s 1977 budget to im-
piement a strengthened medical device regu-
lalion program.

A number of changes made 1n th(_: Subcom-

‘mitter shuplified anad thus nwiproved admin-

Istrative proceedings uncer the bill. We fa-
vor, ninong other changes, the amended in-
vestigatlional device provisions, the transi-
tlonn! provistons for projects formerly cate-
gorized as “drugs,” the substitution of “ques-
tloning” [or "cross-examination” at informal
Learings, the provisions requiring FDA to
make public a detnlled swunmary of safety
and effectiveness informntlon respecting cer-

tnln devices, the exemption of clasz I, Gen- -

eral Control devices, from the blennial in-
spectlon provislon, and the understanding
thet ihe restricted device provisions apply

‘both as to elfectiveness as well as salety of
‘a device. LR . ;
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In each of the nreas where H.R. 11124
- would strengthen FDA's current anthority.
. -the Agency has been aperating under serioua
Chandicaps because of lack of legislative au-
" thorlty to enable tho Apency to Keep pace
with the burgeoning growth in the Introduc~

tion of complex new medlcal equipment for

use on Or in humans. )
 We understand that certain industry rep-
" resentatives are urging your Commitice to
" wse H.R. 11124 as a vehicle for amending the

. eriminal liabillty provistons of the Federal
Food, Drug, and Cosmetic Act with respect -

to all products subject to the Act, not Just
vmedleal devices. This  subject was hever
_raised by any witness or member of the Sub-
commlttee at hearlngs on the device legisla-
tion, This Department strongiy obposes any
amendment to the ¢ériminal iabllity provi-

" -gtons ol the Act. Our position hins been set

forehr in prior testimony and is summnri’aed
" 'in the'appended enclosure.’

The present criminal liabllity provisions

. have been consistently upheld by the courts

. mhd imost recently by the Supreme Court in

Umited: Statey v, Park, 421 8. 658 (19781,
.. ‘The prescnt eriviinnl lability standard I
. also supporied by .consumer and public in-

- terest organizations, We would even venture-

to question the unanimity within the vari-
-.ous regulated industries as to whether the
Iong  established  strict crimingl liabilty
standard should be amended. Finally, of
course, there is some question as to whether
an amendment to the criminal liability pro-
visions respecting all products subject to the

Act may be considered germane to medical &

device legislation.
" We are advised by the Office of Manage-
ment and Budpet that there is no obfectien

" .to the presentation of this report from the’

- standpoint of the Administration's program.
- Sincerely,

y - Manaonm LiNCH,
U’m!er Sccretary

SrRICT CRIMINAL Lman.rrr

The provisions of the Federal Feod, Drug,
and Cosmetic Act that define criminal viola-

o tions do iiot make knowledge or intent ele-

ments of the offense, Rather, 21 US.C. § 331

. prohiblts the enumerated “acts and the caus-
ing thereof.”

More than thirty years ago, 1n the Dot!er-

weich case, the Supreme Court declared

© %“[this} leglsiation dispenses with the con-

wventional requirement for criminal con-

. duet-—awareness of wrongdoing" and pun-

~ . ishes, individuals "ihough consciousness of
- wronigdoing be totally wanting.” And since
1943 the Court has reallirmed this interpretna.
~tlon on several occasions, Last year when a
divided Court of Appeals for the Fourth Cir-
cutt rejected the standard 1t was quickly and
. unreservedly reversed by the Supreme Court
in the Park case.
7 There -1s mo constitutlotwil prohlblition
ngainsb punishing persons who viclate cer-
ctaln elasses of laws {of which public health

Iaws, Including the Act, are a principal ex-

ample) even though they acted in pood faith
or were lpgnorant of the facts which com:
prised the violation. The Issue, therelore, 18
whether such a siandard serves n legltimnte

_-publie purpose. As Mr. Justice ankfurter

_stated tn PDotterweich:’

Hardship there doubtless mny be under o
statute which thus penalizes the transaction
through consclousness of wmngdo!ug he
totally wanting,

o “Balancing relative hardships, Conpress has
_ preferred to place 1t upon those who have at

i least the opportunity for informing them-

... selves of the existence of conditions Imposed

- for the proteclion of consumers before shar-
ing in Micit commerce, rather than to throw

- the hazard on the innocent public who sre
: wholly helpless,™

o “The same reasohing was more reccntly

E 'echoed by Chlef Justice Burger in his opln-

- " lon for the Court in the Park case,

“'mgree with the gentleman from
. stucky (Mr., Carter), and the chairman,
(M.
" ROGERS}Y,
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'FDA bqlievea strongly that the strict la-

- bty standard is an indispensable mdjunct

to ila eflorts to enforce the Act, The dimen-
slons of the agency's enforcement respol-
sibiltties nre dramatized by n glance at the
food industry s on exminple, There are ap-
proximately 60,000 food Iactories and ware-

houses in the United States and fewer than

1000 FDA Inspectors {mauy of whoin are as-

signed full-time to ollicr dutles). Inspections’

must, of nhecessity, be sporadic, It is clear
therefore that the purity of the nation's food
supply rests, in the first instanee, in the

hnnds of food producers and processors.

Since the civil remedies avallable to FDA
(selzure and injunction actions) are essen-
tially retrospective .in eflect, regulated firms
can, nnd often do, simply sit backand wait
for FDA to act. It is far cheaper to rislk ihe

losg of & few hundred or thousand dollars-as
~a result of an oc¢astonnl seizré or injune-
tion than to reguisrly -aliocate the resources ..

necessary -to fully tomply with the require-
ments of the Federal Food, Drug, and -Cos-
Tnetic Act. The primary impetus to: self-
-reﬂulat[on is the fear that criminal :prosecu-
tion may result from failure to take every
precaution to ensure that viclations—and

their - potentially ‘harmful. comequenees to
“healtlhr—wiil not ogcur. .

Madam Chairman, I reserve the hal-
ance of my time,

Mr. PREYER. Madam. Cha.nman. will
the gentleman yield?

Mr. ROGERS. Madam Chairman, I
vield to the distinguished member of the
subcommittee, the gentleman Irom
North Carolina.

Mr. PREYER. Madam Chalrnnn I
should like to ask the gentleman from
Florida one question about this bill. I
en~
the gentleman from Florida
that this bill Is necessary and
that we need to do something in this

area. One concern I have—and I am sure

this is not unique in my district—is that
I have a very small medical device manu-

facturer In my district which was cstab-.
dished by a creative genius who opcrales
that plant. I would hate to discourage

creative geniuses all around the country
irom doing a good-job in developmg new
medical devices.

The question I would like to ask the
chiairman is this: Does this bill contain
sufficien{ protection for the small manu-
iacturers of medical devices? -

- Mr. ROGERS. The reply to the gentle-

-man’s question is “Yes.” As a matterof
“fact, the committee spent a great deal of .
time in drafting provisions desighed to

afford the small manufacturer necessary
protection from overregulation.
‘Mr. CARTER. Madam Chairman, will

‘the gentleman yield?

Mr. ROGERS. I will be plad to yield
to the distinguisiied ranking member,
who, I might say, has done a magnificent
joh on this legislation.

Mr. CARTER. I than}: the gentleman .
. for yielding,

This legislation sets up a special office
within the Department of lealth, Edu-
cation, and Welfare {o take care of small
businesses. ¥t will provide techinical and

.other nonfinanclal assistance to smalil

manufacturers of devices, T hope that
they will continue to develop wuseful
medical devices. .

Mr. ROGERS. I might also adcl ta that
that it Is made clear in the bill that the

e H172o

Sccretary is to require t.he Ieflst‘. reg‘u!a
tion necessary in order to assure safety

and eflectiveness. It also exempts gus-"

tom devices-—often made by small manu-
facturers—from requirements for per-

formance -=standards and premarket
approval.
Moreover, as the pentleman knows,

provisions authorizing the exemption of
class I devices from certain provisions of
the biil, limiting traceability and record-
keeping and reporting requirements, and

aguthorizing the use of product develop- .
ment protocols all are intended in part =~

to encourage the continted viability of
smaller device manufacturers, So I think
we have been especially careful to pro-

tect the interests of the small manufac--
turer who has contnbut.ed so much I~

this field.

Mr.-PREYER. I thank the ggntleman."
Mr. CARTER, Madam Chairman, I

have no further reguest for time.
Mr, ROGERS. Madam Chairman, I

yield .5 minutes to the gentleman from

New Jersey (Mr, MacuIre), who Is on the
committee, who takes such a vital in-

.terest in and has had a considerable part .
‘to do with this legislation.

(Mr. MAGUIRE asked and was given

‘permission to revise and- extend:- hls S

remarks.)
Mr. MACGUIRE. Madam Chairman, I

thank the gentleman from Florida, the
chalrman of the cominitiee, for yielding

time to me.

Madam Chairman, first I would like
to commend my colleague from Florida,-
-Chairman Pive Rogess,” for his out~
- standing. leadership in developing this
needed legislation. Without his tireless:

efforts this proposal would not have been
passible.

“There is a som need to provide legis-
lative authority for reasonable regula-

-tion of medical devices. The fact is that

the Government’'s authority to regulate
medical devices today is comparable to
its authority to regulate drugs in 1906.

" Chairman Rogkers hns characterized the
existing authority of the Food and Drug:

Administration to regulate medical de-
vices as “archaic and unclear.” There {s
wide agreement on -this . assessment
throughout -the medical comanunity.

Unambignous authority is necessary in--

order to assure safe and effective mcchcal-
devices for the user.
The situation today is that the public

is not receiving the protection from the
dangers of certain medical devices. The )

number and complexity of medical de-
vices on the market is inereasing at an

astounding rate. Medical deviees include. -
- everybhing from

surgical instruments
and heart pacemakers to auesthesiology

. equipment and X-ray equipment to tooth
fillings and tongue depressors. There are -

at Icast 1,000 medical device manufae-

turers producing about 12000 different

kinds of medical devices. It is & multi-

-hillion dollar industry enjoying one of

the fastest growth rates in the heallh
incdustry. The lack of regulation of medi-
cal devices may account for countlless
deaths and injuries from medical devices
which may otherwise have been avoided
through adequate premarket testing,
manufacturing standards, and other
requircments. o ' s

:
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A 1969 study undertaken by theé De-
Dm tment of Health, Edueation, and
Welhte estimated that 10.000 Injuries
abbributable to medical devices occuired
in a 6-year period: 731 .&f these infuries

‘were fatal. Many authorilies Lelieve that

" - “this may be a conservative estimate. The

~clevices with- which the greatest inci-

dence of injury and death have been as-
sociated ave those which are imptanted

- Into the human body and which are used”
life-sustaining -

in life-threalening or
situations. FDA iIs aware of about 23,000
individual heait pacemakers which have
been recalled - because of defects; 89

¥ deaths and 186 injuries are known to be
- associated witlt pacemakers; 512 deaths

and 300 injuries are known lo be asso-

" ciated with heart valves; 8,000 injuries

‘and several deaths are known to be as-
socisted with intrauterine devices.
The list goes on, but the numbers are

. ‘deceptive because they only indicate the

‘deaths-and injuries which' are known to
be associated with certain devices. With- .

. out doubt there are countless number of

.deaths and injuries associated with de-

- .vices for which no records exist, It is

extremely difficult to clinically deter-
mine when, in fact, a death or injury

. was brought on by a defective device,

It is difficult to determine. for instance,
whether a fatal heart attack was brought

.- on by an undetected defect in & heart

»

- pacemaker. It is clear that tremendous
care must be taken to preclude such
 tragedies. Legislative authority must be -

provided to require premarket testing
of such devices as pacemakers, Intran-

terine devices, and other implanted de-
-.vices. Authority must also be provided
" for banning devices which present a sub-.
- stantial danger to the user. In addition
-the FDA must be able to develop ade-

quate standards for manufacturing prac-
tices as well as develeping general con-
frols and recordkeeping. labeling, and
performance Trequirements.

X believe that H.R. 11124 provides a

-~ minimum of legislative authority to FDA

to insure the safety and eifectiveness of

. medical devices. There are many who
feel that the legislation does not go for

enough. Nonetheless, I believe that this
- lepislation provides many strong meas-
ures to protect the consumers of medx-

- cal devices.

While there is consldm able. ev1dence bo

.-'indxcate that premarket approval should

be required for all implanted devices,

HR. 11124 unambigucusly directs the

FDA to requive premarket approval. of

= &l new implanted devices which are not -
substantially eguivalent to implantable’

devices of the same type now on the mar-
ket. Additionally FDA would be required

. to place devices in a premarket approval
- category if they are intended for a use
which i1s of substantial importance in -

supporting, sustaining or preventing im-

-palrment of human life o1 health, or pre-

sent o potential unreasonable risk of iii-

~ ness or Injury. Furthermore, FDA would
“have the authority to require premarket
* -approval for devices for which there is

an insuificlent information te provide

*.. reasonable assurance of the safety and

effectivencss of the device. The cothmit-

. tee anticipates that FDA will construe 1ts
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aul,hontv broacily- p’utxcuhlly in the
cmc of implantable devices, ;

- While I would have preferred language
which would have required.all implant-

able devices to undergo premarket ap- -
proval, T believe that the approach .in
"H.R. 11124 represents a reasonable com»

promise and certainly incorporates sev-
eral improvements .aver carlier vetsmns

~of the legislation.

- Another important aspect of the bill .
deals with the mechanism for establish- -

ing standards for devices. Under an ear~

lier version of the bill FDA could not

develop its own standards if there were
outside experts who offered and were
qualified to develop a particular stand-
ard. There was considerable gquestion
whether this mechanism might have in-

wvited abuse. in which inteiested outsicde -

parties with a proprietary interest in the
standard for the device would be involved
in ‘the developmeént of those standards.
H:R. 11124, howoever, provides authority
to I'DA to exclude those who offer to de~
velop ‘a standard if there is a potential
conflict of interest. Additionaly, H.R.
11124 gives FDA the option to develop
the standard itself or to allow outside
experts to develop them. This flexibility

‘Is essential in order 16 preclude undue

pressures on the agency in establish-
ing standards which will. provide for
the manufacture of safe and effective
devices.

Many of my colleagucs are familiar

‘with. the fact that FDA has had con-
siderable difficulty in banning the dis-:

tribution of unsafe substances, This dif-
ficulty is due to court interpretations of

-FDA authority which require an extreme
burden of proof for the azency in prov--

ing that a particular substance is dan-
gerous. While the bill does not address
this issue for drugs and food additives,
it does provide a reasonable standard for
the banning of medical devices. Under
the bill FDA may ban a device if it pre-

“sents an “unreasonable, direct, and sub-
stantial danger to the health of indi--

viduals.,” It also provides authority for

‘the FDA to act quickly against certain

devices which pose an immediate threat.

We are all familiar with the fact that
too much of the activitles of Govern-
ment are conducted behind closed doors.
Important decisions are madeé without
public knowledge or serutiny. In the area.
of regulation of medical devices it Is es-
sential, .of course, to protect legitimate
trade secrcts. However, it is equally es-
sential to ensure that information con-

-cerning the most important decisions

made by FDA and its advisory panels is
made known to the public. Fox this rea-
son,
panels on medical devices to maintain
transeripts of  its proceedings’ which
would he available to the public except

for trade secrets. Furthermore the bill

requires the release of safety and effec-
tiveness information in the form of suun-
maries so that the scientific and medical
community as well as the gencral public
can determine whether a particular reg~
ulatery action was justified.

The greatest care must be taken to
insure that there is public confidence in
this system, that the users of medical

‘ator ArranaM RIBICOFF;

HR. 11124 réquires ihe advisory Cominissioner of Food and Digs, the -

was Tair and equitable. This hill respeets
Iegitimate trade scerets, but it also pro-
vides for the release of information re-
speeting the regulntory process and the

data upon which the reculators minke

their decisions. This is also csseitinl so
that Conpgress may adequately perforin
its oversight responsibilities to evaluate
the operation of the law.

Finally, the bill provides aésmtqnce for .

small manufacturers of devices L3 enable

them to better cope with the complexity . -~
of the regulation which will result from .- -

this  law. Too often- Cougress enacts

needed legislation without paying heed -
to: the particular probiems of small busi- = .
nesses which are not equipped to deal. . -
‘with lhe Washington bureaucracy and -

its agents throughout the country. For

this reason the commitiee adopted an
~amendment to the bill which provides
for the establishment of an identifinble .
office in FDA to give technical assist-’

ance to small manufacturers of medieal

devices and Lo assist them in complying -

with the requirements of the act.
I would urge my colleagues to approve

this needed legislation. Chairman ROGERS
“and his committee have taken great care

in developing this bill which would pro-

‘vide the minimum legislative authority
. required so that FDA may develop meas-
ures to provide for safe and effective .
devices. We must act upon this measure . : .
-quickly to prevent future tragedies of -
death and injury from unsafe devices.

Mrs. SULLIVAN. Maddm Chairman, I

strongly support F.R. 11124, to close one
of the worse loopholes in the Foad, Drug, .

and Cosnietic Act of 1938 by reguiring
medical and other therapeutie devices to

be proved safe and effective before they.

are placed on the market, and I con-
gratulate Chairman Pavut, G: Rocers and
members of the Subcommittee on Health
and the Environment of the House Com-

Cmittee on Interstate and Foreign Comi-
merce for the subcommittee’s unani---

mous endorsement of a strong bill.
A GOGD AILL——BUT '14 YEARS LATE

I regret, however, that it has taken 14
years since the Committee on Interstate

and Foreign Commerce first held hear-

ings on this issue in June, 1962, to bring - . -
a bill before the House. All of the argu- -

nments now being made for the need for

legislation to protect the publiec from

unsafe or ineffective medical and thera-
peutic devices were made before the

- Commlittee in 1962 by the then Secretary

of Health, Education, and Welfare, Sen-
by the then

iate Georpge Larrick and his assistants;

and. by me as the author of an ommibus )
bhill, H.R. 1235, to close sll of the loop-

holés in the 1938 act.

Unfortunately, 1962 was the last tine
the committee held hearings on the om-
nibus -hill,

by the same number in every Cobhgress
since then. The committee in 1962 se-

-lected only a few things out of my bill
- and reported out legislation dealing only -
with the safety and elllcaey of drugs.

‘This action came only after the discle-
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dcv1_cc.q may feel nssured that their de- .
_ vices are safe and effective, anhd that -~
all may feel that. the reguintory process. -

H.R. 1235, although I have
reintroduced suhstantially the same bill -
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sures of the tragedy in Furope of thou-
-sands of babies being born.with missing

_arms, legs, feet, or hands, or iwith other
-.deformilies, because Lhelr miothers had:

‘been given a supposcdly harmless tran-
‘guilizing drug known 23 thalidomide.

"Thanks to the courage sund, in fact, the
‘heroism of Dr, Frances O. Kelsey of the

‘Food and Drug Administrakbion, that drug
-had been stalled from going on sale in

the United States: the Kefauver-Harris -
Act of 1962 in effect retroactively gave.

‘her and other FDA pharmacologists legal
support for her previous action in block-

Ing thalidomide ahd provided authority

‘to FDA to require adequabe premagket
“testing -of all new drugs to prove both
sat‘ety and effectiveness. -
OTHER GLARING DEFICIFNCIES 18 FO0D,
PRUG AND COSMETIC ACT -OF 1038

-,

~metic Act of 1938, dealing with medical

type devices. Bat, as & mere reading of -+

only the title of H.R. 1235 would disclose,
the 1938 act is still full of other serious
. Ioopholes. For instance, cosmetics are
, still freely marketed without sdequate
testing for safety; there is. no legal re-

quirement for ingredient labeling of -

cosmeties; carcinogenic coloving ingre-
dients may still be legally added to meat
snimal feeds-—in fact, this Ioophole was

“ added to the iaw in 1962 for no rational

 fithat ack’s

7. plecemeal

_reason at all; soap is still exempt from -

any regulation under -the Food, Drug,
"and Cosmetic Act; many unfested and

. - possibly dangerous chemicals.in use in

+food prior to the passage ¢f the Tood
+ Additives Act of 1958 are still covered by
“grandfather” clause; anti-
“biotics administered to meat animals are
‘not subject to batch-by-bateh certifica-
tion; drugs other than antibiotics used
on humans and which are just as un-
-.«stable in manufacture, are not subject to
‘required batch-by-batch certification;
there is no reguirement for testing of
T new drugs for mutagenic or teratogenic
,effects similar fo the “Delaney clause”
- Tequlrements on cancer-testing ingre-

. +vdients in focd or coloring matter.

- 1t has been my contention for 15 years,
-sinee introducing the first version of
~H:R, 1235 In January, 1961, that it is far
more effective and just as practical to
consider and act on one bill which closes

, a1 of the loopholes in the 1938 act ag it,

"is to'fake up. these issites one ab a time
‘over a period of many years, The fach
~that it has taken 14 years since the first
Hearings in 1962 to bring a medlcal de-
‘ vice safety bill before the House is evi-
dence of the validity of my argument be-

: o fore the ¢committee in 1962 and on nu-

C-merous oceasions. since then, that the

- the Food, Drug and Cosmetic Act is tak-
ing far too long.
- ELIMINATING USELESS GADGETS AS WELL A8
PANGEROUS DEVICES

When do we get to'the serlous problem-

of untested. and unsafe or allergy-caus-
ing, cosmetics? Must another 14 years
€0 by? How many men, women, and
- children will be injured by untested cos-
metlcs in the meantime?

,‘;._. T

. Now, 14 years later, we are moving to.
‘close another big gap in thHe consumer.
*. protections: of the Food, Drug and Cos<

approachh to strengthening:

- While I cnngrabulate ﬂu: subcommxt_tcc

and the parent commitice for their ef- .

feetive work on H.R. 111241 think the

‘bill refleets & preat deal of hard work—
~and while I know the Rogers subcom-

mittee has had a tremendously heavy
legislative agenda, I slacerely hope that
it can find time to puvsue all of ihe
:.other issues covered in H.R. 1235 affect-
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saviny device for surgmal implantation
in the human body which was changed
in materials and specifications witliout

any notification ecither to the TDA or
the micdical profession, and thén not

-even bothering o alert the TDA to the

ing the power of the Fodd and Drug .

Administration to protect America's con-
_sumers. :

In the meanmme, as one of the first

" Members of Cungress to introduce legis-
“lntion dealing with the safety aud eilec-

tiveness of therapetitic devices, beginuing
15 yenrs ago, I am very grateful that we

- now have a bill before us which goes as
- faras H.R. 11124 goes in gaving lives from

defective or. unsafe medical equipment

~while alse eliminating harmless but use-

to. the public on false claims of curing
Jdisease or improving one's healtii.

I'am sure most of us are more con-
cerned about the devices which injure,
maim, or kill people than we are about
those ineffective gadgetis which merely

_cheat the consumer, but. the bill properly

[act that liwundreds of these products in -
use were probably delective.
STATEMENT TErOonr nOGCERS SUI‘ICOMN‘.ITTFE
Madam Chairman, the pacemaker
malfunctions  eonstitute one of  Lthe
dramatic illustrations of the urgent need

“for this legislation, but there are many,

many other incidents whicli could be
cited. The committee report accompany-
ing the bhill clearly describes the scope -
of the problem, and the hearings of 1962,
1973, and 1975 contain voluminous evi-
dence to support pretesting of all noten-
tinlly dangerous devices and ‘equnmﬂ'

-k R . 5 -evidence of emcacy .
less mechanical devices and gadoets sold .

‘Under unanimous consent gianted in

“the House, I include as part of my re-

covers the latter as well as the former.

and establishes machinery for weeding

‘out devices which are either dangerous’

or ineffective,

Under the present law, since 1938, the
dangerous devices ean be removed from
the market only after there is clear proof

-that they are causing harm; the useless

gadgets cannot be controfled at all as
long as they do no harm and as long as

~no mislcading claims are made for them.

The harmless . gadgets nevertheless do

harm the ill by encouraging them to put”
their faith in devices which cannot help

them, thus delaying the seekmg of prop-
er medical eare.
THE PACEMAKERS WIHICH FAILED
Madam Chairman, in the field of de-
vices used by the medical profession, the
best illustration—although only one of
many which could be cited—for the im-

. perative need for the kind of legislation

which the House is considering today is
the -incredible story of what happened

-in one of the biggest and most reputable

companies in the field, General Electric,

“during 3 months in 1971 when 508 pace-

makers were made containing a new type
of circuit beard which had apparently

nob- been- properly tested: Ior‘ chemical or

metallurgical changes in the human
body.

According to mfmmatmn T oblained

from FDA shorily thereafter, the Food
and Drug Administration not only did

not know that General Electric had
changed its. bacemaker circuit boards, it
did not learn of {he failure of these de-
vices and their recall by GE until “after

. Ehe fact,” through news media reports
- on the recalls beginning April 7 and 8,

snarks my statement to the Rogers sub-

committee on this legislation on July 28,

1975, on the openlng day of the hearmgs,

as follows:

STATEMENT OF HoN. Leaiior K. Sm,r..nan, A
REFRESENTATIVE IN CONGRESS FRopm THE -
STATE OF MISSOURT - . .
Mrs, SuLLIvanN, Chairman Rogers and mem-

Lors .of the subcommittee, I commend the

" Subcommittee on Health and Environment

“for holding these comprehenstve hearings

on the subject of therapeutic devices, whiciy
have Dbeen Inadequately  reguiated unhder

" the Food, Drug, and Cosmetic Act ever sinhce

that law was passed In 1938, Improvement of

‘the statute ls urgently necessary  and 37

years overdue—not only as it relates to med-

-icnl deviees but to many other aress of regu-

S aunber,

iatlon, including cosmetlcs.

As the members of this subecommitiee may-
know, I have been introducing since 1961 an
omnibus bill—which bas carried the same
HR. 1235, in every Congress be- -
ginnlng with the 87th Congress down to the
present one—to rewrite the Food, Prug, and
Cosmetic Act of 1938, This bill proposes to

‘eliminate a wide vartety of loopholes which

were either written deliberately Into the

-1938 act or which have come to light since

then as a result of court decislons or- tech-,

_nologleal advances. Among the proposals con-

tained in IL.R. 1235 from the very beginning
has been one to require pretesting for safety -

. and eflicacy of all therapeutle devices before
. being eold, and to permilt prompft removal

from the market of any which are now on
sale which cannot meet satisfactory stand-
ards of safety and effectiveness. .

The present law on medical devices, Hke ihe
preseni law o cosmetics, allows any manu--

- facturer to make and distribute any product

it wants to, and places the burden of proof
on the Fond and Drug Adminlstration to
establish that the product is unsale. There
is no requirement that the devices be effee-
tive. As g result, eountless products which
should never have been allowed to go on sale
have Injured or kiiied consumers Lefore the
FDA even knew of thelr existence and the
dangers they presented, and a great many

“hiarmiless bul useless devices have been mar- .

1972, Yet GE had begun rcealling some |
of the suspect units nearly 3 months -

cearlier, on Januasry 24, 1972, following

complaints if had recelved the previous

November and early Deccmber abou{:

malfunctioning units.
Here was an instance of p loading

“American corporation making a life-

N Pt

keted which defravded the public of mlllious
of dollars,

THE PACEMAKERS WII’ICH FATILED

The details of necessary corrective legisla-
tlon for nmiedical devices and other thers

‘peutic  devices huave been the subject of

- debate In House and Senate commitlees for

many years without any final actlon belng

“taken, But In' the meantime, we have ex-

perienced one tragedy after nnother as un- =

. R
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Ppatients turned out to bo improperly mnade’
or-poorly designed or ‘made:of materlals not

#hle to withstahd the demands mado upon *°

them, particularly when Implanted in the
‘body.

1 checked several years ago lnto 8 pace- .
maker recall eplsode and found that one of

. the firms which manufactured and marketed
this device had changed materials wsed In tts -

pacemaker -without nctifving FDA or the

© medicel .profession. The wiring of the device

faited In the body and sall of the pacemakers
made by the firm afler a particular date had
_ to be repleced. As I recall, there were several
-deaths from malfunctioning pacemakers in-

- ¢luded in the recall, The thing which amazed
‘e ghout this Indldent was not that a leading
- American corporation mskling a lile-saving

device for Implantation in the human body

“wng free to market an untested product—as
of course 1t can do under the law—Dbub that-

it.did not even think to notlfy FDA or the
“medlcal profession that 1t had chenged spect-

. Beations and meatertals in a ‘product which

Tiad: heretofore been psed successfully. No
one spparently wagalerted to the fact that
the product was no longer the same &5 the

‘- gne the compaby had previously marketed.

CORREGPONDENCE WITH FDA
‘I would like to include with my statement

. my exchange of -correspondence with the Food

and Prug Administration on the pacemaker
recall end on a number of other subjects deal-

ing with recalls, as foliows:

Oommzss OF THE UKITED STATES,
HOUEE OF REPRESENTATIVES,
Washington, B.C. April 26, 1972,
" Dr. sznws . EDWALDS,
Commissioner, Food and Drug Admindstra-
tion, Roclville, Md.
Dean Dn. EpwARDS: A number of questlons
ooour to me alter noting the listings in FDA's
weekly Teeall report for April 13-19, 19%2;

~+i: Flrst of all, do-these Incidents refiect ace -

tkms taken by FDA In ordering or reguesting
‘weealls; or actions by the indlvidual finms

involved in moving to recall their products.
on their own initiative and thén notlfying-

FDA of the farcts? All of the recall actions are

- Msted as “voluntory” and most of the listings

show that the recall actions were initlated
at various times between January 27 and
April 1, yet they eppear in the report as recall
actlons taken between April 13 and April 19.
Hence, I would appreciaie clarifieation of the -
procedures foliowed.

2. In the case of drugs and roods covered -
by recalls, am I correct that your inspectors
have access to complaint fiies of the manu-
‘facturers but you do not have such access to
the complaint files of manufacturers of da-
vices or cosmetics?

3. In the case of the Stnndhy Cardlac Pace-

makers, were there sny deaths attributed to.
i the malfunctlon of -the “device? When was
F:BA first notified of the problem? “Were all
of the devices manufactured durlng the pe-.

. rlod between June 6 and September 8 trace-
shle—or can they be fraced—to the- indlvid- -
uals who received implants? How many of

4he 487 which were impianted have heen re-.

Pplaced? How serlous is the operation neces-
sary to make or replace an implant? Has the
circuit board component used after Soptem-
ber 8. been tested to establish its safety or
~ rellability? Had the changes in speclitcationa
" for the circuit board component used during

the period June 8 to September 8§ ever been- -

testod for possible metatlurgleal  and/or
¢hemleal chanpes such as later occurred in-
use? If any such pre-testing was done, was it
equlvalent to the kind of testing FDA would
be likely to require under the terms of H.R.
1235's section on devices?

4. In the cnse of the water filied tecther
beads, found to bo contaminated with bac-

teris, have any deaths or sérlous llnesées

~ been atributed to thom? When wad the last

R tl_me, prior to this incldent, that the plant
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tested equipment and devices used on h\unnn :

manutacturlng or

-tlon and what was found it that time?

6. Bimtlarly, when was the last {ime Trylon
. Products Corporation’s plant making the two
cosmetics prodncts which ade listed in the
April 13-April 19 recall llst as baving been

"lreavily contaminnted with -psucdomonns -

‘alcaligenes” had been Inspected by FDA, and

what were the findings? What illnesses could |
flow from psuedomonas alenligenes, and have |

there- been any cases of such illness from
these recalled products? What steps havé
been taken by FDA to reduce bacterial con-
tamination of cosmetics? Do You lack any
- necessary or desirable powers in ihis respect

which H.R. 1235 would provide—that is, deal-

ing with bacterial contamination?
6. I remember seelng .a. news article that

GE had recailed certaln of -its poacemakers,. -

but I do not remember seeing any publle

report -on any of the other recalls listéd in

the April 13-18 report. Does FDA declde un-
‘der what cireumstances a public annpunce-
ment.should be made by the indlividual man-
ufacturer or distributor or is that left to the
ingividual frm to determine? If FDA decldes,
what sre the criterta which are followed In
~declding whether s public announcement
shouid be made by the manufacturer and
when? Under what clrcumstances does FDA
itself issue a public wearning, other than
through the listings in the weekly recall re-
port which, In the case of the April 13-19
report, summarizes recall actions genernlly
taken weelks or months prior to that report?
Sincerely yours,

LEONOR K. SULLIVAN,

Mrs. John B. Sulllvan, -
Member of Congress.

DEPARTMENT oOF HEALTH, - Epucarion,

. AND WELrang, PupLic HeaLTH SERV-

ICE, Foon AND DRUG ADMINISTEA-

TION, .
Rockuville, Md., May 18, 1972,
‘Hon. Leonor K, SULLIVAN, . -
House of Representatives,
Washington, D.C. . -

Dear Mgzs, Suvrnrvan: This Is in further
reply to your April 26 letter concerning re-
calls,

The answers to your guestions in the order
posed In your letter are as follows:

1. All recalls contained in the weeckly recall
“report for April 13-18, 1972 were voluntary.
The designation of a voluntaryrecell means
that the individual firms involved recalled
their products on thelr own Initintive elther
prlor to bringing 1t to the attentlon of FDA or
after the problem was brought to the firm's

.attention by FDA. An FDA initiated recall
i% one in which remaoval action Is undertaken
after the OMce of the CommIissioner has no-
‘tified the frm and requested such actiot

Recalls ordinarily appear on the weekly

‘recall Tst within two weeks after the recasll

13 Initiated. The Jonuary and February re=

calls were delayed in belng published due to
technieal diMeulties. Although  late, we
thought it better that they be publlshed.

2, The Federsl Food, Drug, and Cosmetic
Act gives authorlty to FDA to galn access to
complaint fles for prescriptlon drugs,
whether or not they involve recailled prod-
ucts. The Act does not, however, requlre. the
manufacturer to give our inspectors access
to complaint files for nonprescription drugs,
foods, and cosmetics.

3. We arp continuing our investigation Into
the matter Invelving the “Standby Cardiac
~Pacemaker,” meanufactured by the General
Eleciric Comany. The General Flectrle Com-
pany has informed us that at lenst six per-
sohs In. whom the suspect units were -
. planted have dled. However, we do not know
how many doaths, d any, can be directly at-
tribuled to the pacemalkers.

FDA persohnel (Ofico of Mcdical Tevices
‘staff mcmbersy learned of the recall “after
the fact” through news media reports. The

pn.clmgmg the tmmer :
" bBerds hnd .been Inspected by FDA for sanita-

March 9, 1976

Generm Electric firm hand preparcd f press

statement which was to be verbally traiis-

© mitted to anyone inquiring about the recall. - .
~Fhis informablion was carried over the radio

on the evening of April 7, 1972, and in the
newspapers on April 8, 1872, We subsequently
confirimed. that the firm hnd instituted recall
of a limited nwumber of suspect units on
Jannary 24, 1972 foilowing compleints of mal-

Tuctloning wunits it had recelved fn "late -

November-eariy December.” This rocall was

-Iimited to units manufaciured during a nlne-— -

day perind in June 1871,

“On April 1, 1972, the Arm, on the basis of
additional information, extended the recall
to uniis manufactured durlng & three-month
perlod (June § to September 8, 1971),

General Electric has informed us that 508

“unlts were distributed worldwide. Of theése,

367 were distributed in the Unlted States and

Cannda. All of the United States and Can-

adian units have been disimplanted or re-

“placed, scheduled for removal- and replace-
‘ment, or otherwise accounted for, with the

exception of three units. The patients can«

‘not be located in these three instances. We .
Aare continuing the monltoring of the recall

including those exported abroad.

The distmplantation-relmplantation oper-- -

atlon i3 reported by General Electrie to in-

volre “mlnor” surgery of 25 to 30 minutes :

duration under a local anesthetic. In most
cnses, the procedure reguires s one to two
day hospital stay.

We do net know, ab this time, the extent.

to which the. cirgult bosrds used in the sus-

pect units were tested to establiah safety and
retability or for metalhurgical and/or chem=

ieal changes such 25 later oceurred in use, In
any event, any metaliurgieal and/or chemioal
changes that may have occurred and which
may be the cause of the malfunstioning were

‘not detected beforehand.

An answer to your 185t question 1o this par-

! i\gra.ph would require conjecture and specula~ .
‘tion based on unknown factors abd incom-~
" ‘plete information as: discussed above. While

we hope that al] such fallures coiild be pre-
vented or detected prior to use of a device by
or on o patient, we recognizge that the com-
plexity of many problems would make it vic-
tually impossible to achleve this in every case

" However, the Administration's ‘bill, 8, 3028,
which 1s similar to your medical device pre--

clearance proposal, would reduce significantly
the possibilities of post-market malfunction-
ing,

4. To our knowledge, no death or sertous in-
Juries have heen attributed to the water
tecther beads made by Nippy Menufacturing

Company {also known as P. L. Industrles,.

Yne.), The firm was last inspected on Demein-
ber 9, 1971, -and no sanitation problem was
found st that time.

5. .The . most recent inspection of Trylon
Products Corporation, prior to the discovery

of the contaminated bath oils, was conducted

-ont August 8, 1867, The only Insanltary con-
ditlom observed during this inspeotion was
that the firm was not properly cléaning Jt.s
plant cquipment.

Freudomonas alcalngenes is not consldered

fo be an overt pathogen to man, bui it can
be an active sccondary invader and cause
respiratory diseases and urinary tact infec-
tlons, No illnesses resulting from the use of
the recalled bath olls have been reported.
Although we have no basis for insisting

on the sierillty of cosmetics, we take steps
to eliminate pathogenle bacterlal contamina-
tion In cosmetics through pertodical inspec- .
‘tions of focllities and products, analysls of

samples, edueational activities, and legal pro-
ceedings.

We presenlly have the necessary powers

under tlie Federal Food, Drug, and Coametle

JAct to pet ar'\lngt. products that are con-

taminated with harmful bacteria. Such prod-
ucts would be adulterated and would ho sub-
Ject to netlon under Section 601 of the Act.
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8. Removals from the market of prodictls
that present threats to the health or safely
of the consumer are clnssifled ns & €lass I
recall.. In addition to belng placed on. the

recall Hst, Class I recalls are mncde the stib-

Ject of a public warnlng lssucd by FDA.
For recalls other than Clags I, 8 press relense
may be lssued by FDA when 1t is in the pub-

. Mo interest to alert institutions, professional

or industry groups, or other affected persons,
A manufacturer or distributor responslble

- for a reeall may, on his own initiatlve, Issue
. & press release, The firm responsible for the

recall does not dictate.to FDA, whether or

“. not g public warnlng or press.relense will he

issued, We nre enclosing n copy of our pollcy
statement that will explain in genersl our re-
call proceédures.

We liope thils information will be helpful
to you. If you have ahy nuther guestions,
please let us know.

- Sinccrely yours,

GERALD F, Msvrn
. Direetor, Office of Legislutine Services.

LAST HEARING ON H.R. 1235 IN 1982 - =
As long apo-as-1962, avhen the Committee

- onInterstate and-.Forelgn Commerce held
~‘hearings on all of the issues conitained in my

bill, " H:R, 1235~the first and last hearings
by the committee on omnibus legislation to
rewrite the entire I'ood, Drug, and Cosmetic

Act—it was clear that the law as it relates’
" to medical devices was woefully Inadequate.
‘It was equnlly clear at tha$ time that the

Food, Drug, and Cosmetlc Act of 1938 was full
of other shotrteottiings and loophales—only a

few of whi¢h have been corrected since that’

time. The remaining ohes are all spelled out

in H.R. 1235 as introduced in this Congress, -

and I would appreciate having the title of
that hill printed in your hem-iug record as
part of my statement as
things remaining to be done to bring the

11938 act up to date with current needs and

realities. )
I strongly endorse effective legislation to

" regulale therapeutic devices across the board.

The provisions of H.R. 1235 in this respect

-_ are patrtleularly stroag, and I uwrge that you

consider them.
In acting on mediesl devices senqubcly.

" however, the subcommittee should also. Y
believe, be looking- very hard at.-the oiher
~ arens of consumer deficlencies in the Food,

Drug, and Cosmetic Act a3 dealt with in H.R.

" 1235, the title of which Is as foilows:

{H.R, 1225, 94th Cong., Ist sess.]
A bill- to protect the publlc health by

pmending the Federal Food, Drug, snd

Cosmetic Act; 50 as to amend certain Iabel-

- ing provisions of the food, drug and cos-

metle chapters to assure adeguate informa-
#lon for consumers, including cautionary

"igbeling of srtlcles where needed to pre-

voent accldental iInjury; expand the cover-

- age of the “Delaney. Clause” to.apply to. .
: mutagenlc and  tetratogenie npgents: ellmi--
. mnte’ the “Grandfaiher's Clause' for *pre- .
~1958 chemicenl. addilives uwsed in food; re-

guire nutritional labeling of foods: require

. labeling of all ingredients in foods, {isted in
order of predominance, Inchwding sepelfie]

coloring and preservative ihgredients; pro-
hibit worthless ingredienta in spectal.dlietary

- fonda;. authorize the establishment of stand-
. ards for medical devices; require medical do-
-viees to be shown safe and efileaciots belore

they aro marketed commercially: reguire all

- nutibfotics to hé certified; provide for the

certlflcatlon of cerbtain other drugs, require
records and reports bearibg on drug satety;

© ltmit the distribution of sample drugs; re-
- quire cosmaetics to be shown safe before they |
- ato morketed

strengthen existlng inspection authority: -

copumerelally; . elarify and

make addibional provisions of the Act nppli-

_eable to carrlers; provide for administrative
. subpenas; providoe for strengthening and fa-
c]tltﬂtfng mutual cooport\.tlon and-agslstance,

g “laungry lUst™ of .

for this bfll is abundantly clear,
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fucluding trnining of personnel, ln the nd-

ministration of that Act and of relnted Strte

and local Taws; prohibit the use of carclno-
genle color additives in andmal feeds; safe-

“guard the health of children by banning

o sweelened or flavored aspirin from commerce,

" muthorlze n systemn of codlng for preseription
drugs;” establish a Unlied States Drug Com-.

. pendium; and for other purposes.

(By Mrs. Sulllvan)

J.:numy 14, 1975,
Referred to the Committce on Inberstate

’ nnd Ferelgn Conunelce,

Mr FOUNTAIN, Madam Chairman, I
rise in support of the biil, HR. 11124,
the medical device amendments,

I want fo commend the Commiltee on

Interstate .and Foreign Commerce, and-

especially . the chairman of the Health
and Environment Subcommitiee, the
gentleman from Florida (Mr. Rocers),

- “for their diligent work in bringing this

inpertant bill to the House flpor.
In 1972 the Intergovernmental Rela-
tions and Human Resources Subcommit-

- tee, which I.chair, conducted an investi-

gation of FDA's regulation of medical de-
vices, with particular attention devoted
to the safety of the intrauterine contra-
ceplive devices. We held 5 days of over-
sight hearings which convinced the sub-
commitiee of the need for a strong and
effective medical device law. The prescnt

“device lnw, enacted in 1938, has remained

essentially unclhwanged despite -the vast

‘chatiges -that have takenr place in the
number; complexity, and importance of -

therapeutic devices. It is obvious that the
scale of research and development in this

field has far outpaced the aunthority and -
. capacity of FDA to regulate these dovices

under present law.

The subcommitiee’s 1972 mvethgatmn
brought to light serious weakuesses in the
present law and ifs enforcement, and
stimulated cotgressional efforts to cor-

-rect those deficiencies- with modern leg-

istation, Although H.R. 11124 does not go
as far as I have propesed in requiring the
vremarket clearance of devices that are
implanted into the human:bedy, on the
whole if is & pood bill that will provide
needed protection for the American peo-

-ple. I strongly recommend its enactment, -

Mr, WAXMAN. Madam Chairman, the

bill befare- us foday, the Medical Device.-

Amendments of 1975, is a landmark piece
of Iegislation. For the fivst time, it brings

under Federal regulation-an industry o’

iwhich ' all ot citizens depend for the

delivery of quality health eare.

Froma legwhtwe perspective, the need
cur-
renbly, Federal law conlains no require-
mettb thot medical devices which reach

- the matket be established as safe and
" effective. A deviee manufaclurer does not

have to register with the Government, is

free to produce and market devices, and’

need nobt malke a showing regarding the
products' relinbility. Additionally, ithere
is not now a rvequirement that the place
of manufncture be inspected to guard
against adulteration, or that records and
papers bearing on the device's history be
kept.

In the absence of afMrmative conpgres-
sional action, the Food and Drug Admin-

dstration has sought to regulate the in-
dustry by stretching the provisions of the

- of medical devices cutrently

- dramatic:
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Food and- Dl ug Ack to inelude some medi-

-cal devices, notably those implinted in. -
‘the body, under its provisions, The -Su-- -
preme Court has contceded flyat, although |
this backdoor method of regulstion is

very questionable from a standpoing of
public policy, it is—umnlecss anc unti] the
Congress acts—oessential for the protec-
tion of the public health.

The passage of this legislation will lay

all these questions—the right of the Fed-
.eral Government to regulate the indus-

try, and theé requirements upon industry .
#f it is to meet its responsibilities under. .
‘the Iaw:

—+to rest.

In human terms, there ore even more
compelling reascons for the adoption-of
this bill. There are well over 10,000 types.

market.

which is growing—as the de-

cent per year,
Although there is no question tlnt the
overwhelming number of devices on the

. market are saie, testlinony before our
subhcommiltee decumented that in tie

absence of standards of safety and effec-
tiveness, the public 1s exposed in many
instances o an waacceptably h1gh level
of risk. For example:

A IBGY HEW study dlscovemd 10, 000
injuries from medical devices, and over
700 deaths. over a 10-year period.

- A 10-year FDA death-certificate search
found .over 850 deaths tied directly fto
medical devices.

pital Activities. estimated that in 1870
there were 36,000 complications arising
from the use of medical devices.

With certain tydes of devices, barticu-
larly those implanted in the body, the
neod for effective regulation is even more

" Although

intraocular lenses

as an alternative to glasses after cat-

aract surgery, there are continuing and
disturbing reports that wuse of these
lenses has resulied for many patients, in

the eontraction oi glaucoma, corneal
disease. inflammation, and infection.

For the eight million women who use .
intrauterine decvices, there are many,

many unanswered questions about how
they work; and why, or why one variant

is considered “DLetler™ than another. In )

the absence of certainty, rates of injury
have been shocking, The FDA reported
that ‘over a 10-year peried, 39 IUD-
related deaths and 239 seplic aboriions

‘had oceurred. Other complications in-
cluding uterine perforations—which re-.

quire major surgery—and pelvic infec-

tions—which may cause sterility and

ovarian cysts—have surfaced, -

Although paccmakers - have
tlonized cardiology. there is ample cause
for concern over their vse, Over 23,000

pacemakers have been recalled since . -
1972, And 1,300 have had to be removed

by emergency surgery. Nearly 30 deaths
due to ineffective or failed pacemakers
have been recorded. The major problem
associated with them has been the leak-
age of body flulds into the instrument.

on the ..
manuiactured by an indusbtry. -
“which last year grossed over $6 billion .
“and .
mands on our health care system are .
egrowing-—at a rate approaching 10 per-

7 An  Independent healih group, the.'
-Conmunission on Professional and Hos-

_ have |
proved greatly hencficial to many people

revolu-
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~In all these Inslances, the promise that

- ihese devices hold for betier health care

- and more ratlonal {amily planning has
" beenr deeply tarnished by recrurring fail-

. ures, defects, injury, and death. The npub-
plications of the research experiments.
they voluntecred for has documented the .

He has placed -its faith and trust in an
Jndustry which has cousistently guar-
snteed the highest quality from its prod-
ncts. The protection of the public healtlr
desérves no less than the regulatory sys-
tem which s proposed in the legislation
- before us:

As originally introduced. the modicﬂ

device amendinents embodied the repu- -~
latory structure first proposed by the

Cooper Commission: classification of all

devices into three categories, depending

on their potential for harm or abuse;

procedures for the development of per--

formance standards; requirements for
- premarket approval; guidelines for the
‘use of investigational devices; and the

nse of outside panels of experts to advise -

the Secretary at various crucnl stages
ol regulation.
In all these areas. I felt 1t important
that this new legislation be as sensilive
‘a5 possible {o protecting the consumer
- from _dangercus and ineffective prod-
- neis—that when there were grey areas.
the regulatory systemi would err on the
side of caution, To this end, I believed it
critically important that this bill include,
a5 a minimum, the following provisions:
First, that the burden for establishing
.8 device's safety and effectiveness -be

. placed squarely on the manufacturer;

Becond, that the public should have

every possible assurance, if not absolute "
~eertalnty, that any device on the market.:

< Is:safe and efTective when used properly:
- ‘Third, that there should be available to
the publie, and consuner groups, coni-
prehensive information regarding a de-
. vice's safety and eficctiveness, inciuding
reports of any adverse health efTects
which emerged during the testing of the
device;

Fourth, that those devices most inti-.

mately connected with human health,
‘notably implants, undergo premarket
clearance;
' Fifth, that authority be granted to im-
* mediately ban any device which presents
- a substantial endangerment o health;
Bixth, that the performance stand-
ards which are developed not be con-
gensus  standards—representing what
most manufacturers. agree. Lo, rather

.~ than: what consumer safety requires— - )
: - ereasing
with the functioning of their entérprise.
Ishare that fear and I remain committed’

instead of true safety standards;

v Seventh, that outside advisory com-
mittees, when utillzed, consclentiously
and thoroughly address the issues be-
- fore theom, evaluating all the evidence
" before reaching their opinions.

.+ A1l of these standards, Mr. Chairman,

have been written inlo this bill,

~ 'There were four cother amendments
which I sponsored which are also a part

" of this legislation. First, it Is required .

that if a device is found to be defective
or presents a risk fo health, the physi-
clan who preseribéd the device is o
notify his patient of the dangers and dis-

" cuss corrective nctlon. I believe o patient
“has a right to know when a threat to his
or her health exists.

: Second, each Investigalor Who is ex-
perimenting with & device on a human
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subject must obtain informed consent
for participation in the research. The
-shocking revelations thal patients, par-
ticularly inmates, have beeny abused be-
cause they did not know ilie medicnl im-

need for such an amendment. The re-
quirement for informed econsent iswatved
only in life-threatening situations -in

" which there is insufficient time to obtain
_the concurrence of the patient or his
representative.

Third, the States are authorized, with
the Seceretary's approval, to establish
standards for medical devices which are
more stringent than the ¥ederal stand-
ards contained in this legislation. Cali-

fornia has been aleader in this area, in-
©19%0, the State legislature adopted the

Sherman Food, Drug, and Cosmetic Law.
It requires the premarket approval of a
“new”™ medical device, including intra-
uterine devices. The amendment I intro-

.durced to this bill will permit California’s
progressive program to continue in effect ..

in that State.

‘Finally, FDA is authorized to develop:
performance standards for medical de- .

vices when it has the in-house capa'ml—
ity to do so. This amendment does not
preclude industry from simultaneously
developing a standard, but allows FDA to
utlilize its own resources and expertise

“when appropriate. I very much hope that

by providing an alternative to relying

- on indusiry for the development of per-

formance standnards for its products, this
amendment will encourage standards

~which reflect the highest possible levels

‘of safcety and eflicacy. -

Mr, FITHIAN. Madam Chairman, I.

rise in support of H.R. 11124, the Medi-
cal Device Amendments of 1976. Al-

though I am not entirely satisfied with.

all facets of this bill, it is the result-of
commendable and extensive work by Mr.
Rogcers and his subcommittee, as well as
the full Interstate and Foreign Con-
merce Committee,

In the Second District of Indlana,

which I have the privilege to represent, .
nearly 75 pereent of the Nation’s produc- -

tion of orthopedic devices is located. I

“ have had an cpportunity to visit and in-

spect these industrial facilities, and T

have talked extensively wilth industrial-

officials and workers at the plant. .
These. Individuals have expressed to

me-on several-occasions their fear of In-

Federal redtape Interfering

te removing Government interference
from the operation of American business.

‘However, we all recognize the need for

a reasonable degree of regulation to pro-
tect the li{e and health of the consumer.
My concern with legislation in this area

“stems from a feeling that unless this bill

is passed today, the medical device indus-~
try will suffer from regulations whieh do
not reflecet congressional

eslecmed colleagues who serve on the

Interstate and Foreign Commerce Com-’
. mittee.

Earlier today my staff contacted the
major mapufacturers of orthopedic de-

intent and -
which might be promuigated without the -
due constderation given this issue by my |

vices,
for this completed bill. I note, addition-
ally, that the Dbill is supported by the

Pharmacentical Manufacturers Associa- -

tion and the administration. and that
the American Mcedieal Asscciption has
voiced no objection to the bill. I believe

that it successfully aveids overrcpula- -

tion which could stifle admnces in med-

“teal deviee technology. .
Accordingly, I urge my eo]l( agues to

Join me in support of I.R. 1112¢ today.
Mr, BINGHAM, Madam Chairman, on

Cctober 16, 1973, T Introduced a bill, HR. .
10916, to amend the Federal Food, Drug., -

and Cozmetic Act, requiring the public
dissemination of information rclated to
scizures and recalls made under the Act,
This bill would have dirccted the Sec-

retary of HEW ndt to withhold informa-

tlon regarding products recalled by the

DA as deudly or dangerous. The bill had -
referred Lo the House Commiltee on.
Intersiate and Foreign Commerce. but "

110 tction was taken on it.

I am,. therefore, pleased that the bill

before us today, the Medical Device
Amendments of 1976 does contain pro-
visions which address this 1ssue. The bill,

H.R. 11124, geneially amends the Fed- -

eral Food, Drig, and Casmetic Act to
include classification and regulation of
medical devices.

Section 519(a) stipulates that the Sec- .

retary ¢f HEW may Issue an order;
should lie determine that a medical de-

vice intended for human use presents an
-unreasonable riskt of substantial harm

to the public healih, to assure that ade-
quate notification is provided to all the
persons inveived. Inciuded among those
recelving the -notification would be all

health professionals who prescribe or use -

the device, as well as mannfacturers,
immporters, distributors, and retallers.
Device users would alse be notified un-
less the Secretary determines that notice
to such individuals would present a
grealer danger to the health of such

Individuals than neo such notification. In -

‘this -situation, the. order must require
that the hcalth professiomal who pre-
scribe or use the device in question per-
sonally noiify the individuals involved in
such a risk.

In 1873, the FDA. claimed that wide
publicity on Uie recall of dangerous medi-

" cal devices might “frighten people to

death™ citing the example of a cardiac
patient with a pacemaker. I argued that

“more harm would be done to the patient

whe is not notified of a defective medical

- device, especially a life-sustaining device

as vital as an implanted pacemaker. 1
am pleased that the Interstate and For-
cign Commerce Committee aceepted my
argument.

The provisions in HLR. 11124 to notify

the device user as well as the health pro-
fessionals and manufacturers stress over-

all protection. of public ‘health and the’

consumer, while stil]l glving consideration
to excepticunl cases such as cardiac pa-
tients.
I urge House adoption of this b, .
Mr. CARTER. Madom Chaltrman, I
have no further requests for time and
yvield back the balance of my time.
Mr. ROGERS. Madan Chairman, I
simply want to particularly commend the

“March 9, 1976

and they indicated their support

N
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-staff for-the great work that the staff

did for thre majority members of the
“staff; Jo Anne Glisson, Mr. Gallemore,

-who worked so well and. thoroughly on.

~this, and my legislative counsel, Mr:

" credit for helping the conmnttee araw
up this leglslation.
Madam Chairman, I have no further

requests for time and I yield back the

balance of my time.
The CHAIRMAN (Miss Jorpan}. AH
time has expired. The Clerk will read.
'l‘he Clelk read as follows: -
HR. 11124 )

."Be it enacted by the Senale and House -

of Representatives of the United Staies of
‘Americg in Congress ‘assembled,

SHORT TITLE AND TARLE OF CONTENTS - -

-- _ Brerron 1. (a) This Act may be cited as
- the "Medical Device -Amendinents of 1075,

{b) Whenever in this Act an amcndrient
3 expressed In terms of an amendment (o
a section. or other'provlsion, the reference
;. shall be considered to be made to & section
.or uiher provision of the Federzl Food, Drug,
and Cosmetic Act. o i
TABLE OF CONTENTS

8ec. 1. Short title and {able of contents,

See, 2, Regulntion of medieal devices,

“Sec, 513. Classiflcation of devices Intended’

for human use.

‘“{a) Device classes;

*{b) Classification; c!assiﬁcation panels,

. "{e) Classification panel orgnnimtlon and
. . operation. ° .
“{g) 'Classification, ) )

“{e) Classlfication changes.

o “({f) Initial classificatlon of certaln devices,

*{g) Information, o
“(h) Deflnitlons. . {
“Sec. 514. Performance standards.

“{a)y Proviglons of stahdards.

"(b) Inltiation of a proceeding. for a per-.

‘formance standard.
"(c} Invitation for standards,
©Y(d). Acceptance of certain existing stnnd-
arda.
. “{e) Acceptance of offer to develop standard.
*(f) Development-of standard by Secretary
after publicallon of subsectlon (c)
notice.
-“{g) Establishment of a standard.
“*Sec, 516. Premavket approval,
“{n) General requirement.

E *(b) Regulation to l‘equire premorket ap- .

. proval. .
. *({¢) Application for premarket approval,

S {d) Action on an application for premarket

approval.
. "{e) Withdrawsal Jf approval of application,
. (1) Product development protocol.

C =g} Review. aE

- {h) Service of orders. .
‘Sec, B16. Banned devices, :
“{a) General rule.

. %{b) Special ellective date. L

*See, 517. Judlclal review.

- "{g) Application of section.

#{b) Additlional data, views, and arguments.
- ¥{e) Standard for review,
. "(ct) Finality of juttf._.ments.
(e} Other remedies.
(L) Statement of reasons.

. “See. 518, Notification and other remedies.

S ({s) NWotification.

~. *th) Reprlr, replacement, or rcIund

“{¢) Reimhtrsement,

©.{d) Effect on other llnbllity

“Sec. 519, Records and reports on devices,
“{a) General rule.

- “{b) Persons exempt.

“See: 520, Qencrel provisions respect!ng con-

trol of devices Intonded for

. human, use,
_"(a) Cieneral rule,
“(b) Custom devices. . .

< fa) Amendmaonts (o sectlon 201,

‘Sec. 8. Confidential infoxnmtlon'

LONGRESSIONAL RLLUI{U — HOUSE

**{c) Tradoe secrots.

C“{d) Notlces and findings.,
“*{e} Restricted devices.
*“{F). Good munufacturing pmctlce requlra-

menis.

'"(g) Exemptlon for devices for investiga-
David Meade.: All ofthem deserve great .

- tlonal use.

“fh) Release of safety and effectiveness in-
Tormaltlot,

“{1) Procecdings of advisory panels and com-
mittees. ’

“{J¥ Troczability requiremcnts

“{k) Research nud development.

(I} Transitional provisions for devices con-
sldered ns new drugs or ancidbiotic drugs.

" “Sec, b21. State and local reqmraments Tre-

specting devices.
“{a) General rule, -
(b} Exempt requirements,” s
Sec, 3. Conforming amendments.

(b) Amendments to s¢ tion 301,
{e) Amendinents to section 304, -
() Amcndments to.section 501,
{e) Amendments to section 502.
(£} Armendtments lo section 801,

. Sec. 4 Registration of device manufacturers.
.Sec. & Device established and officlal names,
‘See, 8. Inspettions relatlng to- devices.,

-See. 7. Administrative restraing, o
pPresump-
tion. .
Sec, 9. Color additives.

© See. 10. Asskstance for small manufacturera

of devices.
REGULATION OF MEDICAL m:vxct.s

Skc. 2, Chapter V is amended by adding
altter section 512 the following new sectlons:

“CLASSIFICATION OF DEVICES INTENDED FOR
HUMAN USE

“Device Classes
“SEC, 513 (2} (1): There are established the

following classes  of devices mtended Tor
- humen tse: .

“{A) Crass I, GENERAL CONTROLS.—
“(i) A device for which the controls au-

‘thorized by or under sec¢tion 01, 602, 510, 516,
.. 518, 5§19, or 520 or any cocmbination of such
. sectlons are sufficient to provide reasonable -
-assurance of the safety and effectiveness of’

the device,

(i} A deviee for which Insufiicient In-
Tormation exists to determine that the con-

trols referved to in clause (1) are sufliclent to

provide reagonable assurance of; the sulely .

and effectiveness of the device or to estab-
lish a performance standard to provide such
assurance, but-because it—

*(I) Is not purported or represented to be
for a uge which is of substantial importance
in supporting, sustaining, or preventlng im-
petrment of human life or health, and

“*{II} does not present-a potentht unrea-
sonable risk of illness or injury,

. is to be regulated by the controls referred to

In clause.(i}. -
“{B) Cuass II, PERFDRMANCE STANDARDS.—
A device which . cannot be classitied as a
ctass I device beeause the controls autherized
by or under sections 50, 502, 510, 516, 5iB,

518, and 520 by themnselves are insulliclent to

provide reasonable assurance of the safety

and elfectiveness of the dovice, for which -

there iz suflicient informatlon to establish a
performance standard to provide such assur-
ance, and for which 1t §s therefore necessary
to establish for the device v performance

standard under section 514 to provide reason- -

able assurance of 1ts safety and effectiveness.
“{C) Crass III, PREMARKET APPROVAL.—A
device whith becaunse-

“{i) 1t (I) cannot be classifed as a class T
device hecnuse Inswiclent fnformation existy

- to detennine that the contirols authorized by

or under sections 501, 602, 519, 516, 518, 510,
and 520 are sullicient to provide rensonuble

- assuralce of the safety and cflectiveness ot
. the device and (II) cannot be classtiled as a-
. clags II device beeause Insuifliclent informa-

‘of thils sectiou.
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tlon exists for the esh\bthhmout of n per-

formnnce standard to provide-reasounble nge: - '

surarnce of its safety and effectivencss, and .

()Y (I} s purported or represented to be -

for a use which is of suhstantial inportance
in supporting, sustaluing, or preventing im-, -
prlrment of human Iifé or health, or -

*(II) presents A potenblal unreasonalle .
risk of illness or injury, v
13 to be subject, In nccordance with section
615, to premarket approval to provide rea-
sonable gssuruance of iis safety and effec- -
tiveness.

I there Is hot sufficent informatton to es-

tablishh & perforamance .standard for a de-

-' vice to provide reasonable assurance of 1is
- safety sand ellectiveness, the Secretary may

conduct such activities as mny be necessary .
to develop or obtain such information. i

*(2) For purposes of this scction and sec- -
tlons 614 and 515, the safety nnd effectlve-

.ness of a device are to be determined—

“{A) with respect to the person for whose
use the device is represented or totended,
“{B) with respect to the conditions of
use preseribed, recommended, or suggested
in’the labeling of ‘the deviece, end .
“{C) weighing any probable benefit to .
health from the use of the device against -
any probable risk of injury or illness from

‘such use.

“{3) (A) .Except . as authorlzed by sub-
paragraph (B}, the effectivensess of a device
is, for purposes of this section and sectlons
514 and 515, to he determined, in accord-.
ance with regulations promulgated dy-the’
Secretary, oh the basis of well-controlled
Investigations, incuding eclinical Investiga-
tlons where appropriate, by experts qualified
by training snd experience fto evaluate the
effectiveness of the devlce, from which In-
vestigations it can fairly and responsibly be
colcluded by ‘quulified experts that the de-
vice will have the eifect it purports or s rep-
resenied to have under the conditions of use
perscribed, recommended, or suggested in -
the lmbeling of the device. .

“(B) If the Secretary determines. that

there exists valid sclentific.evidence (other: '

than evidence derived from Investigations.
desertbed in subparagraph {A))}—-

“{1) which is sufficient to deteriine the -
effectiveness of a device, and

“(11) fromr which It ean falrly and respon-

sibly be concluded by qualifled experts that

the device will have the effect 1t purports or
is represented to have under the conditions

of wuse prescribed, recommended, or sug- . |

gested in the labeling of the device,
then, for purposes of this section and sec-
tltons 514 and 515, the Secretary may author-
ize the effectiveness of the device to be de-
terniined on the basls of such evidence.
“Glassifleation; Classification Panela
“(b) (1) For purposes of— '
“{A} determining which devices intended
for human use should be subject to the re-
quirements of general controls, performance

cstandards, or - premalket approval, and

“{B) providing notice to the manufactur~
ers and lmporters of such devices to enable
them to prepare for the application of such
requirenients to devices manuractured or
imported by ithem,

- the Secretary shadl classify all such devices

into the eclasses established hy subsection
{n). Tor the purpose of securing recommen=

“dations with respect to the classification
Lof devices, the Secretary shall

establlsh
panels of experts or use panels of experts
established before the date of the enactment
or both. Section 14 of the
Federnl Advisory Commltlieo Act shall not
apply to the duration of a panel established
under thils paragraph: 7

“{2) The Secvretary shall appoint to each
panel established under parngraph (1) per-
sons who are gualified by trpining and ex-
perience to evaluate the safety and eflective-
ness of the devices to be referred Lo the
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panel and who, to the extent feasible, possess

It . sKiil In the use of, or experience in the de- -

" welopment, manufaciure, .or utilization of,
such devices. The Sccretary shall meke ap-
pointments to each panel so that each panel

shall consist of members with adequately .
. diversified expertise In such fields as clinlen) -

* " and adminisirative medicine, engineerlng,
- hologlcal and phrysical sclences, and otler
related professions. In additlon. each paned
shall include as nonvating members @ ¥epre-
sentative of couswner Interests and a Tép-
regentative of intercsis of the device manu-
fecturing - indusiry, Sctentlfic, trade, and
_consumer organlzations shall beé aforded-an
opportunity to nominate individuals for anp-

pointment to the pancis. No individual who.

18 in the regular full-tiine employ of ihe
United States and engaged In the adminis-
~tration of thils Act may be & member of any

.panel. The Secretary shall designate one of -~
‘- the members.of each panel to serve as chair

man thereof,
#{3)- Panél members  (other than officers

or employees of the United States),. while
- attending meetings or conferences of & panel”

" or otherwlse engaged In 1ts husiness, shall
be entliled to receive compensation ab-rates
1o be fixed by the Secretary, but not at rates
exceeding the dally equivalent of the rate In
eflect Tor grade GS8-18 of the General Sched-
ule, for each day s0 engaged, including

traveltlme; and while so serving away frony .
thelr homes or regular places of business.
each member may e allowed travel expenses.

{Including per diem in leu of subsistence)

a§ authorlzed by scction 5703(h} of title 5,
. United States Code, for persons in the Gov-

ernment service employed intermittently,

. . *{4) The Secretary-shall furnisi each panel
with adequate clerlcal and other necessary
-abslstance.

. *Classification Panel Organlzation and
t Operation

*{c} (1) The Secrctary shall organize the
panels gecording to the various fields of
elinical medicine and fundsmenial sciences
In which -devices iintended {for human use
are used, The Secretary shall refer a device

" 1o be classified under this sectlon to an .

appropriate panel established or autherlzed
t0 be used under suhbsectlon (b) for Hs re-
view and for its recommendation respecting
the clnsaifleation of the device and, to the
extent practicable, respecting the assizn-

“ment of & priority for the application of the -

requirements -of section 514 or 515 to the
device If the panel recommmends that the de-
vice be classtfied in class IT or class IIL The
Becretary shall by regulation prescribe the
procedure to he followed by the panels In
©« making their reviews and recommendallons,
. 'In making thelr reviews of devices, the pan-
¢lg, to the maximum extent practicable, shall
provide an opportunity for Interested per-
.. -sons to submit datn and views on the classi-
: 'Bcation of the devices, - ) ]
B *{2}{A) Upodn completion of a panel's re-
"o wlew of a device referred to it under para-

“o.c o gEaph (1), the panel shall, subject to sub-

‘prragraphs (B} and (C}, submit to the Sec-
. retary Its recommendation for the c¢lassifica.
tfon of the device. Any such recommendation
shell (1) confaln (I) a summary of the rea-

zons for the recommendatlon, (1Y a sunme-.

mary of the data mpon which the recom-
mendation ts based, and (III} an ldentifi-

catlon of the risks to health (if any) pre-

sented by the device with respect to which

.+ the recommendation 1s made, and (il) to the .

_extent practicable, Include p recommenda-
tion. for the assignment of a priority for the
application of the requirements of sectlon
514 or 516 to o device recommended to bo
classiflied in class IT or class IIIL. '

*{B) A reccommendnllon of s panel for the
classification of a device in class I shell in-
clude B reconmuendntion as Lo wheiler the
devito should be exempted from the require-
ments of sectlon 510, 519, or 520{1}.

“(C) In the case of & device which-has _b'een
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referred under paragraph (1) ton panél. and
which— ) -
(1) 1s Iniended to be implanted In.the

‘buman body; and R . - .
() (1) has been intreduced or dellvered
for introduction inte Interstate commerce.

for cominerclal distributlon on.or before the
date of enactment of thls sectlon, or
“{11) Is within a type or device which was

-rovintrodueed or’ delivered on or before stich

cdate and ts subsiantinlly equlvatent to an-
other device within that type,

such panel shall recommend to the Secretary
that the device be classifled jun ¢lass I1E un-
less the panel determinea that classification
ot the device in such. class is not necessary
to provide reasonable assurnnce of "its safety
and eflratlveness. If & panct does not recoms-
mend-that such o device be classified 1n class

CIEY, it shall In itg recommendation to the

Secrelary for the classifiention of the device

- set forth the reasons for not recommending -

classtfiealion of the .device in such class.
*{3Y The pancls shall submit to the Sec-

“retary wlthin one year ¢f the date furnids are

first appropriated for the Impliementation of
tuls section their recommendations respect-
ing all devides of a type introduced or de-

livered for introductlon into interstate cam-

merce for commercial distribution on or

before the date of the euactment of this

section. | i .
Clascification

“{d) (1} Uponrecelptola recommcndnt'lon

- irom o panel respecting a dovice, the Sec-

retary shall pniblish in the Federal Register
the panel’s recommendation and a proposed

' regulation classitying 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 regulation classify such -
-device.

© " (2){A) A reguiation under paragraph (1)
classifying a device in class T shall prescribe
which, If any, of the requirements of section

510, 519, or 520{({) shall not apply fo the

device. _
“(B) A device described In subzection (¢)
(2) (C) shall be classlfied in class III unless

the Secretary deterpunes that classification.

of the device 1n such class 1s nol necessary

" to provide reasonable assurance of 1ts safety

and eflectiveness. A proposed regulation un-

der paragraph (1} classifying such a device':
41 a ciass other than class III shall be ac-

companied by a statement of the reasons of =
the Secretary for not classifying such device:

in such class. :
“(3) In the case of devices classiied under

this subscction In class IT and devices classi-

fied under thls subsectlon in class I and

described in section 515(1) (1), the Secretary

may estiblish priorities which, in his discre-
tion, shall lie used In applying sectlons 514
and 515, ac appropriate to such devices.

7 ““Classification Changes

*{e} Based on new informatlon respeeting
n device, the Secretary amay, upon his own
intiiative or upon petitton of an inierested
person, by regulation (1) change such de-
vice's classification, and {2) revoke, because

‘of the change In classification, any reguia-

tlon or requirement in effect under sectlon

514 or H15 with respect Lo such device. In

tiie promulgation of such a regulation re-
specting a device's classificatlon, the Secre-
tary may secure Irom the panel to which the
device was last referred pursuant to sub-
gecilon (c) a recommendetion respecting the
proposed chapge In the deviee's classificatlon

- and shall publish tn the Federal Reglster any

recommendation submitied to the Secretary

by ihe panel respecting such change. A reg- -

ulntton under this subsection- changing the
classifleation of a device from class LI to

-elasa T -mny provide that such classification
shall not take effcct until the elfective date -
_this section, estakilsh & performance standard

of & perforimance standard established __undor
sociion £14 for puch device.

*Inttial Classification of Ceriain Devices
“(1) (1) Any device intended for human

use which was not Introduced or-delivered |

for -Introduction into interstate .comimerco
for commercial distribution. beforé the date

- Maieh 9, 1976

of the enaclment of thls section is classified .

1n class I ninless—
“tA) the device— - : .
{1y 35 within a type of deviee (T) which
was Indroduced or delivered Tor Imtreductlon
intn interstate c¢ommerce fop commercial
distribution on or before such date, or (IN

which was not so introducéd or delivered. .’
on or befare such date and has heen classi-
. filed in class I or 11, and

*(if) 1s subztantlally equivalent to an-
other device within such type, or :
“1) in tha case of & device other than s

Cdevice which 1s intended to be implanted in

tlie human body, the Sceretavy in response
ton petition submitted under paragraph {2)
has classiffied such device in class I or II.

A device (other than a device which 18 In--

tended to-be Implsnted. in the human body)
«classified In clask ITT under thls paragraph
shall be classified fn that clags until the
effective date of an order of the Secretary
under paragraph {2} classifyving thé devlee
In class I or II. The Secretary may noil
pronjulgale a regulation under subsection
(e} changing the classification of & device

Cwhich is Intended 1o be lmplanieéd in the.

hunian body.and which Is classified: in class
TIT under this parsgraph before there Is In
efect for such device an approval under
eection 515 of an application for premarket’
approval. .

- 42y 'The manufacturer or importer of a

device classified under paragraph (1) (other

than a device whilch ls fotended to be im-
planted in the human bhody] may petition.
the Secretary (In such form.and manner 8s
‘te shall prescribe) for the lssuance of an-
order - claselfying the device iIn «class I or
class II, Within thirty days of the flling of

ruch a petitlon, the Secretary shall notify’
" the petitloner of any deficiencies in the peti-

tton which prevent the Secretary from mak-
ing n declslon on the petition. Within onre
hundred and elghty davs atter the filing of
a petitlon under this paragraph and after

“affording ibe pciltioner an opportunity for

an informal hearing, the Sderetary shall,
after consuitation with the appropriate
panel establlshed or authorized to be used
under subscction (b}, by order -elther deny |

the petition or order the classification, In -

" aecordance with the erlterla prescribed by
.subsectlon (n){1){A) or {(a)(1}(B}, of the
© device in class I or class IT, S o

“Information
“(g) Within sizty days of the receipt of a

“writlen request of any person for informa-
tion respeciing the class In which a device

has been classified or the requirements ap-

" plicable Lo a deviee under this Act, the Sec-

retary ghall provide such person a written.
statement of the classification (1f auny) of

" suoch device and the requirements of this Act

applieable to the device.
’ *Definitions :
» 1) For purposes of this section and sec-
tions BO1, 61¢, 514, 61§, 619, and h20—
(1) n reference io ‘general controls’ Is a

_reference to the controls authorlzed by ot

under sections 501, 502, B10, 518, 818, 519,
and 520,

“(2) a relerence. to ‘class If, ‘class II', of
‘elgss 11T 1s & reference to o class of medical -
devices deseribed In subparagraph {A), (B).
or {C) of subsection {a) (1), and .

“(3) a reference to a ‘panel under scotlon
513' 1s n reference to a panel established or
authorized to be used under this séction.

: “PENFONMANCE STANDARDS

“Provisions of Standards’

“sSpe. Bid. (o)} (1} The Secretary may: by

regulation, promulgated in accordance with

for & class: IT device, A class 1L device may
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" also be tonsidered & clasa 11 devies for pur-
posies of estublishing n standard for the de-

vlce under thia section if the devlce hiny heen
reclngsified as a class I dovice under & roguln-
tlon under section 613{e) but such regulation

. provides that the reclassification s not-to

take effect untll the effective date of such &,
standard for the device,

“(2) A performance stendard established.

under this section for a device—

*(A) shall include provisions to provide
reasonable a.squmnce of its safe aund ellective
performance;

*{B) shall, where necessary to provlde rea-

' sonable fssurance of its safe nnd eflectlve

performance, inclide—
(1} provisions respecting the ‘construction, .

‘ecomponents, ingredients, and properties of

the device nnd its compatibility with power -

systems and connecilons to such systems,
“(il) provistors for the testing {on & sample
besis or, If necessary, on an individual basls)

" of the device -or, if 1t 15 determiined that no

other more practicable means are avallable
to the Sceretary to assure the conformity of
the device to the standard, provisions for the
testmg {onn s'xmple basis or, if necessary, on
an individual basis) by the Secretary or by

_another - person at the dlrecuon of the~

Secretary,

{1} provlstons for the nlensurement of

“the performance characteristics of the device,

*{lv) provislons requiring that before the

" device 1s Introduced or delivered for Intro-~

duction Into interstate commerce for com-

“ mercial distribution the results of emch or
~.. of eertain of the tests of the device required

to be made under clause (il) show that the

.’ device is in ¢onformity with the portions of

the standard for which the Lesc or tests were
requlred, and

*{v) a provision requlring that the sale
and distribution of the device be restricted

‘but only to the extent tliat the sale and dis-

tributlon of a device may be resiricted un-

der a regulation under section 520{¢); and

“{C) shall, where approprlate, requlre the
use and prescribe the form and counfent of
labellng for the proper installation, main-
tenance, operatlion, and use of the device.

“¢3) A performance standard estabilshed
under this sectlon may.not include any pro-

- wislon not reguired or authorized by para-

graph (2) of this subsectlon.
*{4) The Secretary shalil provide for pe-

* rlodle evaluation of performance standards

established under this section to determine
if such standards should be chanped to reflect

- new medical, scientific, or other technological

- data,

“{5) In carrying out his duties under this
section, the Secreiary shall, to the moaximwum
extent practicable—

“(A) wuse personnel, facililles, and other’

technical support aviilable in other Federsl
agencies,

“{B) consult w!th other Federal agencles
concerned with standard-setting and other

- nationally or iInternationally recognized
stendard-setting entifles, and
“{C) ' invite appropriate participation,

through Jolnt or olher confercuces, work-

shops, o other means, by informed persons
répresentative of scientifle, professionat, in-
dustry, or consumetr corgandzations who In
his judgment can make a significant con-

~tribution.
. “Initlation of a Proceeding for a Performance

Standard

“{b) (1) A procecding for the development
of & performance standard for a device shall

. be initinted by the Secretary by rhe pahli.

cation in the PFederal Reglaler of notice of the

i - opportunity to submlt to the Secretary o re-
Coquest {within fifteen days of the date of
- the publication of the notice) for o change

in the classificatfon of the device based on

. mew Information relevant to tts classifica-
: tlon. .
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“(2y IL, Mter publication of a notice pur-

suant to paragraph {1} Lhe Sceretary re-
celves a request for a change In- the device’s
classification, he shall, withln sixty duys of
tho pubilcation of such notice and ufler
consultation with the appropriate pancl un-

~der section 513, by order published in the

Federal Reglster, elther deny the request for
change in classlfication or give notice of his
intent to Inltiate such a change undcr 5EQ-
tlon 513(e).
. “"Invitotlon for Standards )
“{e) (1} I, after the publication of a

notices under subsection {(b), no action iy ré--

guired under paragraph (2) of such subsec-

“.tlon ‘or the Secretary denies a- request to
~chanpe the classification of the device with
reupect to which sueh notice was publisiel,-

the Secretary shzll publish in the Federal

Reglster a notice inviting any person, 1u- -

cluding any Federal agency, to—
“(A) submit to the Secretury, within sixty
days after the date of publieation of the

notice, an existing standard as n proposed .

performance standard for such device, or
“{B) offer, within sixty days after the date

of publication of the notice; to develop quch :

a proposed standard.

“{A) A nobice published pursuant to para-

graph (1) for an offer for the developmnent
of a proposed performance standard for o
device——

"{A) shall speciry a perlod within which
ihe standard Is to be developed, whiich periodd
may be extended hy the '—‘uecret'try for goocl
cause shown,; and

“{B) shall ipclude— .

“(1} a description or other desighntion of
the device,

"¢ (i) = statement of the nature of the rlsk
or risks associated with {he use of the device
and intended to be cohtrolled by a pexform-
ance standard,

“(iii} a sumumary of the data on which-

the Secretary has found a need for inftia-
tion of the procecding fo develop a per-

formance standard, and .
“{lv} identiiication of any existing per-
. Iormunce standard kbown. {o the Seccretary

whfchh may be relevant to the proceeding.
{38} The Secrctary shall by regulation re-
quireé that an offeror of an offer to develop
n proposed performance standard submit to
the Secretary such information concerning
the ofteror as the Sccrefary defermines is
relevant with respect to the olferor’s quali-

“fications to develop a proposed performance

standard for a device, including information
respecting tho offeror’s financial stabiiity,

expertise, and experience, and any potential’

confllets of Interest, ineluding financial ine
terest In the device for which the proposed
standard iIs to be developed, which may be
relevant with respect to the offeror's quali-
fications, Such Informatlon submitted by an
offeror may not be made publle by the Sec-

retary unless required by secllon 552 of title .

5, United States Code.
“{4) 1If the- Sf'cret.ary determmes that «

performance standard ean bo developed by .
any TFederal agency {includinggan ngency.

‘within the Department of Health, Education,
and Welfare), the Secretary may—
“(A} if such determination {3 made with

respect to an apgency within such Depart-

mentt, develop such a standard 1n ilew of ac-
cepting any offer to develop such a standard

pursuant to a notice published pursuant to-

subsection (c), or

“{B) 1f such determination Is mnade with'

rYeapect to any other agency, sulhorize such
ageney to develop such nostundard In Heu of
wecepting any such offer.

-In making such n determination respecting
& Federal agency, the Seeretary shall tuke .

into account the personnel and expertise
within such agency. The requirements de~
scribed in subparagraphs (B} and (C) of

. ‘tions (¢) (4} and {d),

aubsecﬂon (e) (4) shall apply to devetopment

of a standard under thls paragraph.

“Acceptance of ‘Certain Existing Standards
“{d) (1) It ihe Secretary—

“{A) determines. that a perfm‘munce':

standnrd Las heen issued or adopled or is

belng developed by any Tederal agency or by
Tany other gualifled entity or receives o per=
-, formance standard submitied pursuant to.a
C‘notles publislied pursuant to subsection {e),

and
. *{B) determinea that such perrormnnce
standord is based upon sclentific dats and

information und has been subjectec! to sclen~
© tifie conslclf.rnl.lon. :

he may, in lleu of accepting any oﬂ'er to
develop such a standard pursuant to & notice
published pursusnt to subsection (¢), accept
such standard ng s proposed performance
standard for such device or ss & basls upon’
which a proposed performance st.and'\rd may
be developed.

“{ny If a standard 1 submiited to the

Secretary pursuanté to 8 notlce published

pursuani to subsectlon (¢) and the Secres

tary does not nccept such standard, he shall
publish in the Federal Register notice of
that fact together with the reasons therefor.
“Acceptance of Offer To Develop Standard
“{e) (1) Except.as provided- by subsec-
the BSecretary shall
accept one, and may accept more than one;
oiler to develop & proposed performance
standard for a device pursuani to a notice
published pursuant to subsection (c) if he
determines that (A) the offeror is gualifled
to develop slich a standard and is technlealiy
competent to undertake and compicte the
development of an appropriate perforinance
standard - within the perlod specified in
the notice, and (B} the offeror will comply
with procedures prescribed by regulations

of the Secretary under parngraph (4) of this . .
suhsection. In determining the guallfications. . -

of an offeror to develop a standard, the Sccre~
tary shall take into account the offeror’s i~

-nancial stability, expertise, experience, and

any potential conflicts of interest, including
financlal interest in' the device for which

such standard is to be developed, which may
be relevant with respect to the ofremrs-

qualificztions. -
“(2) The Secretary shall publlsh in the

Federnl Reglster the name and address of -
each person whose offer is accepted” under .
paragraph (1} and a summary of the fermd -
" of such offer as accepted, ) .

*“(3) If such an offer i1s accepted, the

. ‘Secretary may, upon application which may

be maeade prior to the acceptance of the
offer, agree to contribute to the offeror's cost
in developing a proposed standard If: the

Secretary determines that such contribution .- -
is likely to result in a more satisfactory . -

standard than would be developed without
suech contribution. The Secretary shall by

‘regulation, prescribe the ilems of cost in
‘which he will participate, except that such

items may not Include the cost of collstruc-
tlon (except minor remodeling} or the
acgulsition of land or buildings, Payments to
an offeror under this paragraph may be made
without regard to section 3648 of the Revised
Statules (31 U.S.C. 529). -

“{4) The Secrctary shall prescrlbe regu-

Iattons governing the development of pro-
posed standards by persons whose offers.

aré accepted under paragraph (1), Such regu-
lations shall, noiwithstanding subseclion
(b}{A} of section 553 of titte 5, United
States Code, be promulgated In accordance
with the reguirements of that section for

notice and opportunity for par[‘.iclpation andd

shollw.

*(AY require that performance standards
proposed for promulgation be supported hy
such test data or other documents or male-
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rials. a8 the Secretary may rcaﬁonnbly requhe
to be obtained;
“(B) redquire that notlce be given to Inter-

ested’ persens of the opporbunily to partle-
ipate in the development of such perfor-

mance standards anc require thie provision of

such opportunity;
“(C) require the maintenance of records
to disclose (i)} the course of the development
© of performance standards proposed [or pro-
mulgatlon, (i) the comments and other in-
formation submitied by any person in con-
nectlon with such development, Including
eommenis and information with respect to
. the need for such performance standords,
and {ili} such other matters as may be rcie-
vant to the evaluation of such performance
'standards'

"D} provide that the Secrefary n.nd the .
Compiroller Genernl of the United Slates, or

any of their duly authorized représentatives,
. -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
-Becretary under parsgraph (33 and
“{E) require the subnissin of such periad-
. 1c reporfs as the Secrelary may require io
discloso the course of the development of
- performance standards propesed for promul.
gation.

{5) If en offer iz made pursuant to a
notice published pursuant te subsection {g)

- and the Secretary does not accept such offer,
he shall publish in the Federal Register no-
tice of that determination together with the

- reasons therefor,

“Pevelopment of Standard by Secretary After
’ Publication of Subsection (¢} Notice .

"{f) If the Secretary has published a no-
tice pursuant to subsection (¢} snd—

"(1¥ no person makes an offer or submits a

* standard pursuant to the notice;

**{2) the Secretary has not accepted an
existing performance standard under subsec-
_tlon {d) or accepted -an offer to develop a
proposed performance standard pursuant to
the.notice; or

“(3} The Secretary has accepted an offer -

or oflers to develop R proposed performance
standard, but determines thereafter that—

“{A) the offeror under each such offer is
unwiling or unable 1o continue the develop-
ment of the performance standard which was
the sublect of the offer or ofers, or

*“{B} the performance standard which has
been developed is not sabtisiactory,

and publishes notlce of that determinadion

in the Federal Regisier together with his rea-
sons therefor;

then the Secretary may proceed to developa

- proposed performance standard. The reguire-
‘ments described in subparagraphs (B} and
{C} of subsectlon (e} {4) shall apply to the

development of & standard by t.he Sccremry'

under this subsection,
“Establishment of o Standard’

: “Ug) (1) (A} After pulﬁicaﬂon pursuant to
subsection (¢) of n notice respecting n peor-

formance standard for a device, bhe BSecres

tary shall either—
{1y publish, In the Federal Register in a
" notice of proposed rulemnking, o proposed

" performance standard for the device (I) de-

veloped by an offeror under such notice and
.sccepted by the Secretary, (1I) developed
under subscetion (¢) (4], {111} nccepled by
the Secretary under subsection (d}, or (IV)
developed by him under subsection (f}, or

(1} tssue o nolice in the Feceoral Register
“that the proceeding 15 tenminated mgcther
with the reasons for such termination.

B} 1f the Secretary lssues under suhpara-
graph {A} (11} a notice of termination of o
proceeding Lo establish a performance stand-
ard faor o device, e shall {unless suich notice
15 Issued because he device 1s o hanned de-
vice under scction 516) Inliiate a proceeding
under gection 6513{e) to reclasstly the device

- effect,
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subjcet to the proceeding 'crminnted !Jy such
notice.

“{2} A notlce of propascd rulomaking for
the establisliment of a performance stondard

" for o device under pavagraph (1) (A) (1} shan

seb forthh proposed findings with vespecl to
the degrep of the risk of Hluess or injury do-
stgned to Le climinated or reduced by the
proposied standard end the beneflt o the
public fromn the device. ’

“(3) (A} After the expiration ot the period

_for comment on a notice of proposed rule-
Smaking publlshed under paragraph (1) re- -
specting a performance standard and afler

consideratlon of such comments aud any
report from an advisory commibieo .under
paragtaph (5), the Seceretary shall (1) pro-
Jnulgate o regulation establishing o perform-

ance standard. and publish in the Federal

Register findings on the matters relerred to
1 paragraph (2), or (11} publish a notice
terminating the proceeding for the develop-
mett of the standard together with the ren-
sons for such terinlnatlon. If a notlce of
terminatlon is published, the Secretary shail,
unless such notice s issued because the de-
vice is. o banned device under section 516,
inttlate a proceeding under sechtion 513({e)
to reclassify thé device subject to the pro-
ceeding terminated by such notice, |

“{B) A regulntlon establishing a perfovm-
auce standard shall set forth the date or
tites upon which the standard shall take
but no such regulation may iake
effcet before one year after the date of its

publication uniess (1) the Secretary deter- .

mines that an earlier effective date is neces-
sary for the protection of the public Ticalth
and salety, or ({ii} such stendird has been
established for a device which, elicctive upon
the effective date of the standard, has heen
reclassified from class III to class JL Such

date or datez shall be established so as to
minimize; consistent with fhe publle health .

and safety, economic-loss to, and disruption
or dislocation of, domestic and international

" trade.

“{4} (p8) The Secret'\rj'. upon. his own ini-
tiative or upon peltion of an interested per-

son, may by regulntlon, promulgated in ac--

cordance with the requirements of para-

graphs (2} snd (3)(B)} of this subsectlon.’

amend or reveke & performance standard.
“({B) The -Secretary may declate o pro-
posed amendment of a performonce stond-
ard to be effeciive on and after its publica-
tion in the Federal Reglster and unptil the
effective date of any final action token on
such amendment  he determines, after
affording all interested peysons an opportun~

ity for an informal hearing, that making It -

so effectlve is in the publlc interest. A pro-
posed amendment of 8 perforance stand-
ard made so effective under the preceding
sehlence may not prohibit, during the period
in. which i is so effective, the introduction

or delivery for introduction into interstate

comunerce of a device which conforms to such
standard without the chiange or changes pro-
vided by such proposed amendment.

“(B) {A) The Secrelary-—

“{1) may on his own inltiative refer a pro-
posed regulation for the establishment,
amendiment, or revocatlon of a performance
standard, or

“{11) shall, upon the request of an in-
terested persen unless the Secrcbary finds
the request to be without good {ause or
the request 1s made after the expiration ef
the period for submission of comiments on
such proposed regulation.
to an advisory commibtee of experts, esiab-
lished pursuant fo subparagraph (B), for
a report and recommendntlon with respect
to any matler hivolved in the proposed
reguintion which reguires the exerclse of
sclentifle judgment. 1f a proposed regula-
tlon Is rveferred under this subparngraph
to an advisory committee, the Secorctary

Cproposed regulotion is based.

Regulation To Require Premarket Approv:

s ennctment of this section; or

. respecting a device phall be initiated by -

~ shall contaln- i

M arc

shall provide the ndvisory commitice with
iho dota and infermntion on which such
The advlsory

committee shall, within sixty days of ihe

refereal of 4 proposed regaladlon and after:
Independent stidy of the data and nforma- |

tion fuimished o it by the Sccerceinry and
other data and information bheforo it, sub-
mit to the SBeorctary a report and recom-
mendatlon respecting such regulntion, to-
gether with all underlying data and in-
formation and n statement of the reusons
or basiz for the recommdndation. A copy of
such report and. recommnmendation sha.u be
made pubdlic by the Sceretary.

“{B) The Sceerebtary shall establish od-
visory eommitices (which may not be pancls
under scciton 513) to recclve refervals under
subparasraplt ¢{A}. The Sccretary shall ap-
point a3 members of any such advisory

-comunlttee persons qualificd In the subjeet
matter to be referrext to the commitice and -

ot approprimtely  diversified prolesslonal

background, except that the Secretary may- ’
not appolnt 1o such a commitice auy Indi-

vidual who 1s in the regular ifull-time em-
ploy of the United States and enpgaged in
the nadministratton of this Act. Each such
committee sbell inelude as nonveiing. mem-
bers a representative of consumer intevests
and a representative of interests of the de-
vlce manufacturing tndustry, Members of
an advisory committaee who are noi ofiigers
oy employces of the Unlted Siates, while
attending conferences or meetings of ftheir
committes or otherwlse serving at the re-
guest of the Sceretary, shall be entltled to
recelve compensation at rates to be fixed by

the Secretary, which rates may not exceed -

ithe daily equivalent of the rate In cifect for
grade GS-18 of the Ueneral Schedule, for

each day {including fraveltime) they are so.
- engaged;, and while so serving away Irom
.their homes or regular places of business * |
-each member may be allowed travel ex-

penses, lneluding per ditem in 1iéu of subsis-
tence, as authorized by section 65703 of title
8. of the Unlted States Code for persons in
the Government service employed intermit-

-tently. The Secretary shall designate one

of the members of each advisory commltlee
to serve as chairman thereof. The Sceretary
shatl furnish each advisory committee with
glerieal and other assistance, ‘and shall by
reguialion prescribe the procedures to be

followed by each such commitiee in acting |

on. referrnls made under subparagraph {(A).
’ "PREMARKET APPIOVAL
“Cieneral Requirement -
“gre, 515. {a) A class YT device— -

mulgated under subsection (b); or

“{2) which 15 o class 11T device because o :

section B13(f).
is reguired to have, unless exempt unds

section 520(g), an approval under this ser
tton of an, application for premarket op !

proval,

“{bj{1) In the case of o closs IIT dr |

vice which— /
“{A) was introduced or dclhcred for b i,

troduction Into interstate commerce for cor
mercial distributlon on or before the date:

“(B) 15 {1) of a type s0 Miroduced or ¢
divered and (i1) Is substontially equivalc
to another device within ihat lype,
the sceretary shall by regulation, prom:.
gated in accordance with this subseciion, :
guire that such devies have an approvel ©
der this sectlon o! an appllcatiou for pren:
ket npproval.

“(2)(A) A proceeding: for the promul
{tion of & repulation under poragroph

publication in the Federal Replsier of & -
tice of proposcd Tulema.king Such nu

{1} which {8 subject to & regulation pro-
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rlals a5 the Scoretary may reasonably require
io be obtalned;

“(B) require that notice be given to inter-
ested persons of the opportunity o partic-
ipate in the development of sueh™ perfor-
manee standards and reguire the provision of
such opportunity;

“{C) require the maintenance of records.

to disclose (1) the course of the development
“of performance standards proposed for pro-
mulgation, (1i) the comments and other in-
formuation submitted by any person in con-
nection with such development, . including
comments and information with respect to

the need for such performance standards, -
and (1ii) such ofher matters as may be rele-

vani to the evalustion of such performance
-standards;

“(I)) provide that the Secretary and the

Comptroller General of the United States, or

any of their duly authorized representatives, -

shall have access for the purpose of audii
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

*{E)} reguire the submissin of such period-
ie reports as the Secretary may reguire to
disclose the course of the development of
performance standards proposed for promul-
gatlon, ' :
C"(8) If an offer 1s made pursuant to a
notice published pursuant to subsection (¢)
and the Secretary does not accepf such offer,

he shall publishy in the Federal Register no-.

- tice of that determination together with the
reasons therefor. ) ) .
“BDevelopment of Standard by Secretary After

Publication of Subsection (¢) Notice

tice pursuant to subsection (¢) and—
“{1} no person makes an offer or submits a
standard pursuant to the notice;

“(2) ihe Secretar¥ has not accepted an -

existing performance standard under subsec-
tion (d) or sccepted an offer io develop &
proposed performance standard pursuant to
_the notice; or . e ) - .
“(3) The Secreiary has asccepted an offer
. or offers to develop a proposed performance
standard, but determines thereafter that—
"(A) the offeror under each such offer 1s

- unwilling or unabie to coniinue the develop-

- ment of the performance standard which w
. the subject of the offer or offers, or :
“{B} the performance standard which has

" been develaped is not satisfactory, :
and publishes notice of that determinadion
in the Federal Register together with his rea-
sons therefor; .
then the Secretsry may proceed to develop a
proposed performance standard. The require-

. ments desceribed in subparagraphs (B) and |

{C} of suhsection (e) (4) shail apply to the
.- development of a standard by the Secrétary
- under this subsection. - o -

’ “Establishment of 2 Standard

“{g) (1) {A) After publication pursuant fo
subsection {¢) of & notice respecting & pér-
- formance siandard for a device, the Secre-
tary shail either—

“({i) publish, in the Federal Register in a

notice of proposed rulemaking, a proposed .
performance standard for the device (I) de-’

veloped by an offeror tnder such notice and
wccepled by the Sectetary, {II) developed
ander subsection {c) (4}, (III) accepled by
the Sccretary under subsection (d), or (IV)
developed by him under subsection (f), or
~*(ily Issue a notlce in the Federal Reglster
that the proceeding is terminated together
with the reasons for such termination.

“(B) If the Secretary issues under subpara-

praph (A) {ii} » notice of termination of a
proceeding to establish a performance stand-
ard for a deviee, e shall (unless such notice
1s issued because the device is a banned de-
vice under section 516) Initiate a proceeding
under. section 513(e} to reclassify the deviee
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subject to the proceeding terminated by such
notice.

“{2} A notice of proposed rulemaling for
the establishment of a performance standard
for a device under paragraph (1) (A) (1) shail

~set. forih proposcd findings with respect to

the degree of the risk of lliness or injury de-
stgned to be climinated or reduced by the

~proposed standard and the benefit to the

public from the device. .
*“(3){A) ATter {he expirvation of the period

‘for comment on s notice of proposed rule-

making published under paragraph (1) re-
specting & performance standard and aflter
consideragion of such comments and any
report from si advisory conmunitéee under
paragraph {5}, the Secreiary shall (1) pro-
mulgate g regulation establishing a performs-
ance standard and publish in the Federsl

‘Register findings on the matters referred to

in paragraph (2), or (ii} publish a notice

terminating the proceeding for the develop- .

ment of the standard together with the rea-
sons for such termination. If a notlce of
termination is published, the Secretary shall,
unless such notice is lssued because the de-

vice i5 & banned device under section b16,.

initiate a procecding under section 513(e}
to reclassify the device subject to the pro-
ceeding terminated by such notice,

“(B) A regulation establishing a perform-
ance standard shall sed forth the date or

.dates upon which the standard shall take

effect, but no such regulation may take

‘gffect hefore one year afier the date of itsg-

publication unless (i) the Becretary deter-
mines that an earlier effective date is neces-
sary for the protection of the public health

- and safety, or (ii} such standard has been
“{I) If the Secretary has published s no-

established for a device which, effective upon
the effective date of the standard, has been
reclassified from class IIT to class II. Buch
date or dates shall be established so as to
minimize, consistent with the public health
‘and safety, economic loss to, and disruption
or dislocation of, domestic and international

“trade.

“{4) (A} 'The Seécretary, upon his own ini-

-tigtive or upon pettion-of an interésted per-

son, may by regulation, promulgated in ac-
cordance with the requirements of para-
graphs (2) and (3) (B} of this subsection,
amend or revoke a periormance standard.
“(B) The Secretary may declare a pro-

‘posed amendment of a performancé stand-

ard to be effective on and afier its publica-

. tiont in the Federsl Register and until the

effective date of any final action taken on
such samendment if he defermines, after
affording all interested persons an opportun-

ity for an informal hearing. that making it

so effective is in the publi¢ interest. A pro-
posed amendment of a perforance stand-
ard made so effective under the preceding
senbence may not prohibit, during the period
in which it is s0 effective, the intreduction
or delivery for introduction into-intersiate
comnierce of a device which conforms to such
standard without the change or changes pro-
vided by such proposed smendmeng,

“{5) (A) The Secretary—

“{i}) may on his own initiative refer n pro-
posed Trepgulation for the establishment,
amendment, or revocation of a performance
standard, or | -

{1y ghall, upon the request of an in-
terested person unless the Seccretary finds
the request to be without good cause or
the request is meade after the expiration of

such proposed regulation. .
to an advisory committee of experts, estab-

lished pursuant te subparagraph (B), for -

a report and recommendation with respect
to any matter involved in the proposed

“regulation which reguires the exzercise of

scientific judgment. If a proposed regula-
tlon Is referred .under this subparngraph

‘t¢ an advisory committee, the Seeretary
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shall provide the advisnx'y commitiee wiry
the date and information on which ey
proposed repgulation is based. The advisory

“.commiilee shall, within slsty days of the
referral of a proposed regulntion and aner -
- Independent study of ihe data and Informy.

tion furnished to it by the Secrelary ang
other data and information before it, sub.
mit to the Secretary a report atddl recom-
mendation respecting such regulation, to-
gether with all underlyiug data and in.
formation and & statement of the reasons
or hasis for the recommendation. 4 copy of
such repori and recommendation shail be
made public by the Secretary. .

“(B) The Secretary shall establish ad-

-visory committees (which may noi be panecls .

under section 513) to receive referrals nnder
subparagraph (A). The Secretary shall ap-
point as members of any such advisory
-commitiee persons qualified In the subject
matter to be referred to the committee and
of
background, except that the Secvetary may
not appoint to such a committee any indi.
vidual who is in the regular full-time em-
ploy of.the Tnited States and engaged in
the sdministration of this Act. Each such
commlitee shall include as nonvoting mem-
bers a representative of consumer interests
and a representative of interests of the de-
vice manufacturing industry. Members of
an advisory committee who are not officers
or employees of the Uniled States, while
attending conferences or meetings of their
‘eommittee or otherwise serving at the re-
guest of the Secretary, shall be entitled to
receive compensation at rates to be fixed by
the Secretary, which rates may hot exceed
the daily equivalent of the rate in effect for .

.grade GS-18 of the General Schedule, for

each day (including traveltime) they are so
engnged; and while so serving away from
their homes or regular places of business
each member may be allowed travel ex-
penses, including per diem in lieu of subsis-
tence, as suthoerized by seclion 5703 of title
5 of the United States Code for persons in

. the Government service employed intermit-

tently. The Secretary shall designate _one
of the members of each advisory commitiee.
to serve as chairman thereof. The Secreiary

‘shail furnish each advisory commitiee with
. elerical and other assistance, and shall by

regulation prescribe the procedures to be
followed by each such committee ih acting
on referrals made under subparagraph (A).
“BREMARKET APPROVAL
. “eneral Reguirement
- *8ee. 515, (a) A class I device—
“{1y which is subject to a regulation pre-
raulgated under subsection (b); or
(2} which is a class III device because of
section 513 (£}, ‘ .
13 reguired to have, unless exempt under

‘seciion 520{g), an approval under this sec-
tion of an application for premarket ap- -

proval. .
“Regulation To Regquire Premarket Approval
“(b) (1) In the case of a ¢lass III de-
vice which— .
“(A) was Introduced or delivered for in- .
troduction into interstate commerce for com= -
mereial distribution on or hefore the date of

- enactment of thts section; or

“(B) is (i} of a type so introduced or de-
livered and (1i) is substantiaily equivalent

_to snother device within that itype,

. t " the Secretary sWall by regulation, promul-
the period for submission of comments on - :

gased In accordance with this subsection, res .

~.quire that stch device have an approval vi-

der this seétion of an application for premar:
ket approval. ,

“(2)(A) A procecding for the promuifs:
tion of a regulation wnder paragraph (1
respecting a device shall he initiated by the
publieation in the Federal Register of a B0~
tice of proposed rulemaking. Such notice
shull contain— o :

appropriately diversified professional.




'ﬁiarch 9, 1976

" =i} the proposed reg w{.stmu-
C (il proposed findings with respect to the

“gogree of risk of illness or Injury designad
to be elimlnaked or reduced by requ.lrmf" the

~davice 1o have an approved applleation for
- premarket approval and the Leooedit to the

pl[bll(. from use of the device; -

_ +{til) opportunity for ihe submissiotn of

S pommenis on the proposed regulation and

the prepeosed findings; and

“{iv) opporiunity to raquest a change in
the elassification of the device based on new |
information refevaut to e cinssiflization off

" the device.

“(B) IL, after publication of a notice under

) subparagraph (A), the Seeratary receives a

_reguest for A 'change in the classification of

a device. he shall, afier consultation with the

- gppropriate panel urder section 513, by order
- published in the Federal Register either deny
- the request for change in class sifieation or

.give noticé of his intent to initiate such a
‘thange under section 513(e).

“{3) Aftér the expiration of the pericd for -
_comment on a proposed regulation and pro-

posed findings published under paragraph
(2) and. after consideratlion of comments

‘submltted on such proposed regulation and

" findings, the Secretary shall (A) promulgate

stch regulation and publish in the Federal

 Register findings on the matiers referred to
- in paragraph (2) (A)(ii), or (B) publish a
. motice terminating the proceeding for the

. promulgition of the regulation together with

the reasons for such termination. It a notice
ol termination is pubiished, -the Secretary
shall (unless such notice is izsued because

- the device is a banned davice nnder section

516) initiate a proceeding under section

o513 (e) to reclassify the device subject to
" the proceeding terminated by such notice.

“{4) The Secretary, upon his own iniiiative
or upon petition of an interested person,

.. may by regulation amend or revoke any reg-
~ wulgtion promulgated under this subsection.
- A regulation to amend or revoke a regula-
- tion under this subsection shall be promul-
.gated in accordance with the Teqiuirements
 prescribed by this subsection fov the pro-
- mulgation of ithe regulation to be amended
" or revoked. :

“Application for Prema-rket, Approval

 *{e)(1) Any person msy file with the

- Secretary an application ‘for premarket ap-

proval for a class ITI device. Such an applica-
tion for a device shall contain-—
“{A) full reports of all information, pub-

E Yished or known to or whicl: should reason-
ably be known to the appiicarnt. eoncern-

ing investigations which have been made to

. show whether or not such device is safe and

- eflective;

»(B) a full statement of the components

_Ingredients, and properties and of the prin-

-¢iple or prmcxplea of operation, of suclh de-

: the manufacture, processing,

- vice;

“(C) afull descr:ptlon of the methods used
in, and the facilities and controls used for,
. and, when rel-
evant, packing and instalintion of, such

- dlevice;

*“{D) an identifying refcrence to any per-

- forfmance standard under section §i4 which

would be applicable to any aspect of such-
. device i it were s class 11 device, and either

adeguate information to show that such ns-
pect of such device fully mects such per-

- formanee slandsrd or adeguate information .

to Jusiify EL!]) deviation from such stind-

Jard;

“ (LX) such snmp!os of =such device and ot
compoients thereof as the Secretary may
reasonably require, except that where the
submission of such samptes is lmpracticable

“or unduly burdensome, the requirement of

this subparagraph may be met by the sub-
mirsioly of complete information concern-
111g the ioon.tmn of one or more such devices

Teadily o mble for exsimimtiion pnd test-
Tug;
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*(F) specimens of the lnbeling pmpﬁsed to
o used for such device; and )
“{G) such other information relevant to

‘the sublect matter of the ppplication ss the

Secrelary, with the concurrence of the ap-
propriate p'mel under section 513, may re-
quire. |

¥(2) Upon receipt of an appllgatmu meet-
ing the requirciuents set forth in parsgraph

{1}, the Secretary shail refer such applica-

tion to the appropriate panel under section

513 for study aund for sabmission (within | _ 3
© section (g), and any interested person may

such period as hé may cstablish) of a report
and recorninendation- respecting approval of
the pplication, together with all underlying

cata and the reasons or basis for the recom;_

mendation.

Action on an Application for Premarket

Approval

“(@)y{1) (A) As promptly as possible, but
Iln no eveut later than one hundved ang
eighty days after the receipt of an applica-
tion under subsection (¢} (except as pro-
vided in Sectlon 520(1) (2){d) {11} or unless,

i accordance with subparagraph (By (i),
an additional period is agreed upon by the:

Sceretary and the applicant), the Secretary,

after considering the report aud recommen- .

dation submitted under paragraph (2) of
such subsection, shall—
“{i) issue an order approving the applica-

Ction if he finds that none of the grounds for

denying approval specified in paragraph {2}
of this subsection applles; or

“(il} deny epproval 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 pmagmph (2) of this subgection
apply.

“¢B) {1y The Secretary may not er‘ter into

a1 agreement to extend the period in which -

to take action with respect t0 an applica-
tion submitied for a device subject to a
regulation promulgated under subsection (b}
unless -he finds that the continued savail-
ability of the device is necessary for the pub-+
lic health.

“{il) An ovder approving “an application.

for a device may require as a condition to

such approval that the sale and distribution:

of the device be restrictéd but only to the
‘extent that the sale and distribution of a
device may be restricted under a 1eg,u1a.tlon

‘under section 520(e).

*{2) The Becretary shall deny approval of
an application for a. device if, upon the

basis of the information submitted to the

Secretary as part of the application and any
other information before him with respect to
such device, the Secretary finds that—

“{A} there is a lack of a showing of rea-

sonable assurance that such device is safe
Cunder th conditions of use. prascribed, rec-

ommended, or suggested in the proposed
labeling thereof

“(B) there iz a lack of a showmr, of

rensonable assuranece that the device is ef-

-Tective under the conditions of wuse pre-
scribed, recominended, .or suggested in the

prorosed labeling thereof; .

“(C) the methods used in, and the fa-
cilitles and controls used for, the manufac-
tuve, processing, and packing and Installa-
tion of such device do not conform to the
requirementis of scetion 520(1);

“{D) based on a fair evaluation of all
material facts, e proposed labellng s false
or misleading in any particular; or-

“{E) such device is ngt shown o conform
in all respects to s performsance stondoard
in effect under section 614 compliance with

‘which is a condition to approval of the

application and there 1s & lack of adeqguate
Information io justlly the devintion from
such siundnrd,

Any denial of an application shall, insofar

as the Secrelary determines 1o be prectica-

Bble, be accomnpanled by a slatement inform-
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ing the applicant -of the measures required

‘to place such application in approvable

form {whith mreasures may inciude EFurlbher

-reseavch by the applicant in'accordance with -
one or morg protocols prescribed by the o

Secretary) .,

{3y An applicant whose application has
been denied approval may, by petition filed
on or bBefore Lhie thirtieth day after the date
upon which he receives notice of such
denial, obiain review thereof in accordance
with either paragraph (1) or (2) of sub-

obtain review, in accordance with paragraph
{1) or (2) of subsection (g}, of n1r order

of the Secretary approving an application.’

“Withdrawal of Approval of Application

*(e} (1) The Secretary shall, upon obtain- B
ing, where appropriate, advice on sclentific °
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
crder withdrawing approval of the '1pn1:c-1— .

tion if the Secrefary inds—

“{A). that such device is unsafe or in-
effective under the conditions of use pre-
scribed, recommended, or suggested in the
labe}mg thereol;

“{B) ow the basis of new 1mormatlou be-
fore him withvrespect to such device, evalu-

‘ated together with the evidence availabie to

him when the application wrs approved,
that there is a leck of a showing of reasen-

gble assuranlce that the device is safe or
- €ffective under the cenditions of use pre-
scribed, recommended, or suggested In the

laheling thereof; )
“(C) that the application containetl or

was atcompanied by an untrue statenient
-of a material fact; -

“(D) that the applicant (i) has failed to
estabiish a system for maintaining records,
or has repeatedly or deliberately “fuiled to

_ mnintain records or to make reports, required

by an applicable regulation under section
519(a}, (ii} bas refused to permit access to.
or cepying or vertification of, such records as
required by section 704, or (ili) has not com-

‘plied with the requirements of section 510;
“{E) on the basis of new information be-

fore him with respect to such device, eval-
nated together with the evidence before him

when the application was approved, that the
metinods used in, or the facilities and con- .

trols used for, the manufacture, processing,
packing, or instaliation of such device do not
conform  with the reguirements of scction

.520(f) and were not brought into conformity
with such requirements within a reasonable :

time alter receipt of written notice from the

 Becretary of nonconiormity; .
“(F') on the basls of Information before
. him, evaluated together with the evidence

before him when the application was ap-
proved, that the labeling of such device,
based on-a fair evaluation of all material
facts, is false or misleading in any particular
ard was nolb corrected within a reasonabie
time after receipt of written notice from the
Secretary of such fact; or

“(G) on the basis of new information be-

fore him, evaluated together with the evi-
dence belfore 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 tnder section 514
compliance with which was a coudition to
approval of the applicatlon and that there is
o lack of adequate information to justify the

deviation from such standard.

*“{2) The holder of an application subject
{o an order issucd under paragraph (1} with-
drawing approval of the application may, by

‘petitlon flled on or before the thirtieth dny’

after the date upon whlch he recelves notice
of such withdrawal, obtain review thereof in
accordance with either paragraph (1) or (2)
of subsection (g).
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“»product. Dévelopment Protoeol
“{£¥(1) In the ecase of a class.III device
which 1s requlred 10 have an approval of an

© application submitted under subsectlon (c),

such device shall be constdered as having
such an approval if & notice of completion
ot testing conducted in accordance with a
product development protocal approved
wunder parngraph {4) has been declared com-
pleted undei paragraph (6}.

“{2) Any person may submit to the See- -

retary a propesed product development pro-

tocol With respect to a devlee. Such & proto-:

col shall be accompanied by data supporting
ft. if, within thirty days of the receipt of
such a .protocol, the Secrelary determines

that It appears to be appropriate to apply

the requirements of this subsectlon to the
device with respect to which the profocol 1s
submitted, he shall refer the proposed proto-
c¢ol to the appropriate panel under section
513 for its recommendation re‘;pcct.lng ap-
proval. of the protocol.

*(3} A proposed product de\'elopment pro-
tocol for a device may be approved ounly if—

“{A} the Secretary determines that-it is
appropriate to apply the requirements of
this subsection to the device in kHeu of the

“requirement of approval of an applicatlon

submitted under subsection (¢} and

“{B) the Secretary determines that. the
proposed protocel provides—

“¢1y a description of the device and. the
changes which may be made in the device,

“(t1) a description of the preclinieal iriais
{if any) of the device and a specification of
A1) the results from such trials to be re-

- guired before the commencement of clinieal
_triala of the device, and (IT}) any permis-
- slble varintions in preclinical trhls and the

results therefrom,

“(ii1) a description of the clinical trials
(if any) of the device and a specification of
(I} the results from such trials to be re-
qulred before the filing of a notice of com-

- pletion of ihe requirements of the protocol,

and (IF) eny permissible variations ln such
trials and the results therefrom,

*“{iv) a descriptlon of the methods to be
used in, and the facllities and controls to be
used for, the manufacture, processing, and,
when relevant, packing and installation of
the device,

*{v) an ldentifying reference to any pet-
formance standard under section. 514 to be
applicable to any sspect of such device,

“{vl} if appropriate, specimens of the

’ ~ labeling proposed to be used for such device,

‘{vit) such other Information relevant to
the subject matier of the protocol as the

A ‘Becretary, with the concurrence of the ap-

propriate panel or panels under section 513,
may require, and

“{vlif} & requirement for submission. of
progress reports and, when completed: rec-
ords of the trials conducted under the pro-
tocot which records are adegiuate to show

. eompliance with the protocol.

- protocol submiited under  paragraph

"{4) The Sccretary shall approve or dis-
spprove & proposed product develnpment
(2)
within one hundred nnd twenty days of ils
receipt unless an addittondl period is agreed

upon by the Secretary and the person who -

submitted the protocot Approval of a proto-

- gol or deéninl of approval of n profocol 187

-final agency action.subject to judiclal re-
view under chapter 7 of title 5, -Unlted
States Code.

“{6) At any time after n product develop-

ment protocol for a device has heen approved
pursuani to paragraph (4). the person for
whom the proteocol was dpproved may submit
& notice of completion—

© A stating (3) his determination ihat

the requirements of the protocol have been.
. fulfilled and that, la the best of his knowl-

ecge, there 18 no reason bearing on safety or
effectivenesa why the notlce of completion

~should not become eflective, and (i1} the

“that further trinls cannot be justified,

- data and other informatlon upon which such

determination was made, and
“(13) setting forth the results of the tr]als

" recguired by the protecol and all the nfornn-

tion required by subscction (c)(1}.

“({6) (A) The Sccretary may, alter provide
Ing the person who has an approved protocol
an opporlunity for an Informal hearhig and
at any time prior to recelpt of notice of com-
pletion of such protocol, issue a final order
to revoke such protocol If he finds that—

"(1} puch person has Taled substantially
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‘revoking an approved:protocol. under subseg- -

to comply with the requiremernts ot thie pro-:

tocol,

{11y the results of the trials nbtnined-

under the protocol differ so substantiaily
fro.n the results requlred by the protocol
or

“{1il) the. results of the trinls conducied
under the protecol or avallable new infor-
mation do not demonstrote that the device

tested under the protecol does not present an '’

unreasonable risk to health and safety.
“{B) After the receipt of a notlce of com~
pletion of an approved protocol tlie Secre-
tary shall, witthin the ninety-day. period be-
ginning on the date such notice.is received,

by order either declare the protocol completed .

-or declare it not completed. An ¢order declar-

ing a protocol not completed may take effect
only after the Seceretary has provided the
person who has the protocol epportunity for
an informal hearing on ilte order, Such an
order may be lssued only if t‘he Secretary
finds—

. (1) such person lhins falled substantinlly
to comply with the requirements of the
protocol,

“(t1) the results of ibe trials obtafued -

under the protecol dlifer subsgtantinlly from
the results required by the protocol, or
“{iit) there is a lack of a showing of rea-

- sonable assurance of the safety and effective~

ness of the ddvice under the conditions of use
prescribed, recommended, or sugrasted in-the
proposed labeling thereol.
"{C} A flnal order issued under subpari-
graph (A) or (B} shall be in writing and shall
contaln the reasons to support the conclu-
slons thereof. .
“{7) At any time after a nolice of comple-

issue an order (affer due notice and oppor-

-tunity for an Informal hearing to ihe person
. for whom the notice is effective} revoking the

epproval of a device provided by o notice of
completion which has becomne eflfectlve as
provided in subparagraph (A} If he finds that
any of the grounds Iisted in subparsgraphs
{A) through (G3) of subsection (e) (1) of this
scction apply. Each reference in such sube

‘paragraphs to an application shall be con-

sidered for purposes of this paragraph as a
reference to a protocol and the notice of coms
pletion’ of such protocol, and -each refercnce
to the time when an application was approved

shall be considered for purposcs of this para-

graph a8 a reference to the thmne when a
notice of completion look effect,
*'(8) A person who has an approved profo-

- tlon has become eilective, the Secrctory may -

1

col subject to an order issued under para-.

graph (8} (A) revoking such protocol, o per-
son who has an approved prolocol with re-
spect to which an order under paragraph (6)
{B) was issued declaring that the protocol
hrd not been completed, or a person subject

to an order issucd under paragraph (7) re--

voking the approval of a device may, by poti-
tion filed on or before the thirtieth day after
the date upon which he receives notlice of

.such, order, obtain revlew thereol in accord-
nhnce with elther paragraph (1) or (2) of sub-
-section (g). )

“Review
“{z) (1) Upon pelition for revicw of-w

“(A) an. order under subscctlon (d} ap-

preving or denylng approval of an applicatlon
or sn order under subseclion {¢) withdropw-

Ang approval of an appticatlon, or

“(B) an order under subnectlon (£} (8} (A)

A1
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tion (I} (G) ()} declarlng that an approved
protocol s not been compieted, or under
subsectlion (I} (7) roevoking-approval of a de-
vice,

the Secrcolary shall, unless he finds the pety-
lien to be without good canse or unless a

‘petition for review of such order has heen

submitted under paragraph (2), hold a henr-

ing, In accordance with sectlon 654 of title 5 - |

of the United States Code, on the order. The

pancl or panels which considered the appli-

cation, protocol, or device subject te such
order shall designate o member to appear and
testlily at eny such hearing upon request of
the Secretary, the petitioner. or the officer
conducting the hearlng, but this requirement
does not preclude any other member of the -
paael or panets from appearing and testifying -
at any such hearing., Upon completion of such

"hearing and after considering the record es<

tablished tn such heariug, the Secretary shall |
issue an order elther affirming the order suh-
ject to the hearing or reversing such order
and, as.appropriate; epproving or déunying -
approval of the application, reinstating the
nppligation’s approval, approving the proto-
col, or placing in effect a notice of comple-
tton.

“(2) {A) Upon petition for review of—

“(i) an order under subsection (d) ap-
proving or denyinpg approvel of an applies--
tion or en order under subsection (e) with-
drawing approval of an applicatlon, or

(1} an order under subsaction {f) (8} (A)
revoking an approved protocol, under sub-

" section (f} (8) {B) declaring that an approved

protocol has not been completed, or under
subsection. (1) (7) revoking the approvm of a
device,

the Secretary, unless he Is required to pro-
vide review of such order under paragraph
shall refer the appHleation or protocol
subject to the order and the basis for the
order to an advirery committee of experfs
established purcuant to subpoaragraph (B)
for a repert and recommendation with re-
spect o the order. The advisory comunitfec
sHall, after independent study of the data and
information furnished to 1t by the Secretary
and other data and information before if,
submlt to the Secretary a report and recom-

" mendatlon, together with all underlying data

and Information and u statement of the rea-
sons or baris for the recommendation. A
copy of sach report shall be promptly sup-
plied by the Secretary to any person who
petitioned for such referral to the advisory
committee,

*{B} The Secretary shall establish advisory
commitices (which may not be panels under
rectlon 6513) to receive referrnls under sub-
paragraph (A). The Secretary shiall appolnt
as members of any such advisory commitice
persens gualified In the subfect matier to be
referred to the cominitiee and of appro-
printely diversified professional backgrountd,
‘except that the Sccretary may not appolnt
to such o commlittee and Indlvidual who is in
the regular full-tlme employ of the United
Siates and engaged In the administration of
this Act. Each such commitice shall inelude
as nonvoting members a represeniatlve of -
consumer Interests and a representative of
inlerests of the device manufacturing -tn-
duastry. Members of an advicory committes:
{(olher than oflicers or employees of the
United States), while atlendinig conferenoes
or meetings of thelr committice or othierwise
serving ab the reauest of tlie Secrelary, shajl!
bhe entitled to recelve compensalion at rates
to be fixed by the Eocretary, which raies may
not excecd the daily equlvalent for grade
G5-18 of thoe Generat Schedule for each
day (Inecluding traveitlme) they are so en-
gaged; anecl while so servineg away lrom thetr
homes or repular places of busliess each
member may be allowed travel expenses, in-
ciuding per diem in lHeu of subslstence, as
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,uthorized Dy section 5703 of title 5 of the

T

and shall by regulation prescribe the proce- -

ynited States Code for persons in tho Gov-
cnment sérvice employed intermittently.:
7ho Sceretary shall deslgnate the chairmaon
of an ddvisory commilttee from its members.
The Secretary shall furnish each advisory
mmibtee with ¢lerical and other assistance,

dures to be foliowed by each such conunittee
in acting on referrals made under subpara-

. graph (A).
“(C) The: Secretary shall make public the

report 2nd recommendation made by an ad-
yisory comumittee with  respect to an ap-

lication and shall by order, stating the rea-..

sons therefor, either affirm the order referred
1o the advisory committee or reverse such
order and, if appropriate, approve or deny
approval of the appilcation, reinstate the ap-
plication's approval, approve the protocol, or -
place in effect a notice of completion.
“Service of Orders -

. “{h) Orders of the Secretary under ihis
section shall be served (1} in person by any
officer or employee of the depariment desig-
nated by the Secretary, or (2) by mpiling the
crder by registered mall or certified meil ad-
dressed to the applicant at his last known

-addvess in the records of the Secretary.

“BANWED DEVICES
“Cieneral Rule
“gro, 518, (a} Whenever the Secretary

finds, on the basis of all available data and

inforthation and after consulfation with the
appropriate panel or panels under section
513, that— Lo -

“(1) & device intended for human use

-presents substantial deception or an unrea-

sonable and substantial risk of illness or
injury; and

“{2) in the case of substantlal deception
or an unreasonable and substantial risk of
fliness or injury which the Secretary deter-
mines can be corrected or eliminated by la-
beling or change in labeling, such iabeling or
chahge- in labeling was not done within a
reasonable time after written notice to the
manufacturer from the Secretary specifying

the deception or risk of illness or injury, ‘the
. labeling or change in labeling to correct the
deception or eliminate or reduce such risk, .

and the peried within which such Tabeling or

he may initiated a proceeding .fo promul-

Cgate a reguiation to make such device a

banned device. The Secretary shall afford ali
interested persons -opportunity for an in-

formal hearing on a regulation proposed,
© under this subsection. .

“Speclal Efective Date

“(b) The Secretary may declare a proposed
regulation under subsection (a) fo be eflec-
tive upon its publication in the Federal Reg-

ister gnd until the efective date of any ual -
. action teken respecting such regulation if

{1) he determines, on the basis of all avall-

. #ble data and infcrmation, that the decep-

tion or risk of llness or Injury associated

with the use of the device which is subject

to the regulation presents on unreasonable,
ditect, and substantial danger to the health

of individuals, end (2) before the dale of’

the publication of such regulation, the Sec-
retary notifles the manuifacturer of such de-
Yvice that suelh regulation is fo be made so
effective. If the Sccretary makes s proposed
regulation so-.eftective, he shall, a5 expedi-
tlously as possible, give interested persons
prompt notico of his action under this sub-

. Section, provide reasonable oppertunity for

an informsl hearing on theo propassd regula«

tion, and elther aflirm, modify, or revoke such -

proposed regulation. )
“JUDICIAL REVIEW
“Application of Section

“%gpe, 517. (8} Not later than thirty days
After— .
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*{1} the promulgation of a regulation un-
der sectlon 513 classifylng a device in class I
or changing the classificetlon of a device tO

class I or an order under subsection (£}(2)°

of such section classifying s device or deny-

ing & petition for classification of a device, .

“(2) the promuigation of a regulation un-
der section 514 establishing, amending, orf
revoking a performance standard for s de-

L vice,
“¢3) the issuance of an order under section -
-514{b) (2) or 515{b}{(2)(B) denying & re-

guest - for reclassification of a device,
“{4) tne promulgation of a regulation un-

- der paragraph (3) of scction 518(b) requir-

ing a device to have an approval of & pre-
market applleation, a regulation under para=
graph (4) of that section amending or revek-
ing a regulation under paragraph (3), or an
order pursuant to section 515(g) (1) or 515

- (8)(2) (C), .
. *{5) the promulgation of a regulation un-
- der section 516 (other than a proposed regu-

lation made effective under subsectlon (b}
of such section upon the regulation’s pub-
lication) making a device a banned device,

“{6) the issuance of an order under sec=-.

tion 520(f) (2), or
“(7) an order under section 520(g) (4)
disapproving an application for an exemp-

tion of a device for investigational use or an -

order under section 520(g)(5) withdrawing
such an exempfiion for a device;

any person adversely affected by such regu-

ation or order may file a petition with the -
that—

United States Court of Appeals for the Dis«

trict of Columbia or for the circuit wherein .

such person resides or has his principal place
of business for judicial review of such regu-

- lation or order. A copy of the petition shall

be transmitted by the clerk of the court to
the Secretary or other cfficer designated hy
him for that purpese. The Secretary shall flle
in the court the record of the proceedings

. on which the Sgeretary based his regulation

or order as provided in section 2112 of {itle
238, United States Code. For purposes of this
seghion, the fterm ‘record’ means all notices
and other matter published in the Federal

‘Register with respect fo the regulation or

order reviewed, all infermation submitted to
the Secreftary with respect te such regula-
tion or corder, proceedings of any panel- or

; advisory committee with respeet to such
change in labeling Is to be done; ;-

regutlation or order, any hearing held with
resnect to such regulation or order, and any

ofher information identified by the Secre=
-tary, in the administrative proceeding held
~with respect to such regulation or order, as -

being relevant to such regulation or order.
“Additional Data, Views, and Arguments
“{b} If the petitioner applies {0 the court

" for leave to ndduce additional data, views, or

arguments respacting the regulation or order
being reviewed and shows to the satisfaction
of the court that such additional data, views,
or arguments are material and thet there
were reasonable grounds for the petitioner's
failure to pdduce such data, views, or argu-
ments in the proceedings before the Secre-

tary, the court may order the Secretary 1o’
- provide additional opportunity for the oral

presentation of drta, views, or arguments and

for written sulbinigsions. The Secretary may .

modify his findings, or make new findingys by
reason of the additional data, views, or argu-
ments so taken and shell file with the court
such medlfied or new findings, and his rec-
ommendation, if any, for ithe modification

‘or setting aside of the repulntion or order
being reviewced, with the return of such addi=- |

tional data, views, or arguments,
i ' 8tandard for Review
“{¢) Upon the fillng of the petition under

‘subsection {n) of this scctlon for judicial

revlew of a recutatlon or order, the court
shall have Jarisdiction to reviow the regula-
tion or order in mccordence with chapter T of
title b, Unlied Stotes Code, snd teo grant
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appropriate rellef, including interim feliet, as
provided in such chapler. A regulrtion de-
scribed in paragraph (2) or-(5) of subsection

(8} and an order Issued after the review -
provided by sectlon 515(g) shall not be ai-"'

firmed ff it is found to be unsupported by
substantial evidence on the record taken as
a whole,
“Finality of Judgments :
T *(dY The judgment of the court sflirming
or setting aside, in” whole or in part, any
regulation or order shall be final, subject to
review Py the Supreme Court of the United
States upon certiorari or ¢certification, as pro-
vided in section 1254 of titie 28 of the United
States Code. - '
“Other Remedies
(e} The remedles provided for in this
section shall be in addition to and not in lieu

"ol any other remedies provided by law.

“Staternent of Reasons

#(f) To facllitate judicial review under
this section or under any other provision of

Slaw of & regulation or- order issued under

section 513, 514, 515, 516, 518, 518, 520, or 521
each such regulation or order shali contain a
statement of the reasons for lts Isstiance and
the basis -in $he 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

“(1)} a device intended for human use
which is introduced or delivered for Intro-
duction into interstate commerce for com-
mercial distribution presents -an uhreason=
able risk of substantial harmn to the public
health, and ) )

{2} notification under this subsection is

‘necessary to eliminate the unreasonabie risk

of such harm and no more practicabie
means is available under the provisions of
this Act (other than this section) to elim-
inate such risk, ) '

“the Secretary may issue such order as may

be necessery to assure that adeguate notifi-
cation is provided in sn appropriate form,
by the persons and meants best suited under
the circumstances involved, to all health

professionals who prescribe or use the de-

vice and to any other person (including

manufacturers, fmporters, distributors, re- -

tailers, and device users) who should brop-
erly receive such notification in order to
eliminate such risk. An order under this sutx-
seclion shall require that the individuals ex-

~.posed to the risk with respect to which the
order is to be issued be Included In the per-

sons to be notified of the risk unless the
Secretary determines that notice to sueh in-
dividuals would present a greater danger to
the health of such individuals than no such
netification, If the Secretary makes such o
determination with respect to such indi-
viduels, the order shall require that the

health professionals who prescribe or use -
“the device notify the individuals whom the

Lealth 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 Secérefary shall

consulf with the persons who are to give
notlce under the order. ’

“REPAIR, REPIL.ACEMENT, OF HEFUND
“(b){1) (A) IT, after affording opportunity

for an informal hearing, the Secretary deter-

minecs thaf—

“(#} & device intended for huwman use

which 1s Introduced or dellvered for intro=
duction into Interstate commerco for coms

mercial distribution pregents an UNTefsOm=-

abls risk of substantial harm to the public
heglth, . .
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“{il) there are reiasonable grounds to he-
. Jleve that the deovice wns not properly de-
“sipned. and- manufactured with reference to
the state of the art os it exlsted st the time

" of its design and manulscture,
“{1ii} there are reasonable grounds to be-
Yeve that the unreasonable risk was hot

caused by fnllure of a person other than a -

manufacturcer, lmporter, distrinitor, or re-

taller of the.device to exercise due ¢are i

the Installatton, maintenance, repair; or use
of the deylee, and '

*“(iv} the notification authorized by sub-
section (a) would not by itself be sutliclent
io eliminate the unreasonable risk and
action -described in paragraph {2) of. this

~ subsection Is necessary to ellmhmte such
risk,

the Secretary may order ihe mnnuracturer
importer, or any distributor of such device,
.- or sny combinatton of such persons, to sub-
" it to him within a reasouable time a plan
for teking one or mote of the actions de-
scribed in paragraph (2). An order issued
under the preceding sentence  which 1s di-
rocted to more than one perfson shail specify
which person may declde which actlion shall
e taken wader suck plan and the person
specified ghall he the persoen who the. Sece-
retary determines bears the prlnclpal uiti-
mate financial responsibllity for action taken
under the plan uniess the Secretary cannot
“determine who bears such responsibillsy or
ihe Secretary determines thoat the protec-
tlon of the public health requires that such
deciston be made by a person (Inciuding &
device user or healitlh professional) other
. ihan ihe person he determines bears such
responsibility.
“(B) 'The Seccretary shall approve & plan
submlitted pursuant to an order issued under
-subparagraph (A) - unlesy he determines
(efter sffording opportunity for an Informal
hearing) that the action or actions fo be
- 1aken under the pian or the manner in which
- .gach action or actlons are to be taken under
the plan will not ossure that the unreason-
able risk with respect to which such order
was Issued wili be ellminated. If the Secre-
“tary disapproves & plan, he shall order a re-
¥ised plan to be submitted to him within a
reasonable time, If the Secretary determines
{alter affording opportunu,y for an Informal
hearing) that the relvséd plan is unsatisfac-
tory or if no revised plan or ho initial plan

" has been sUbmitted 10 the Secretary within

the prescribed time, the Sccrefary shall
{1) prescribe a plan 1o be carrled out by the
person or persons 36 whom the order issued
under subparagraph (A) wos directed, or
() after affording an opportunity for an’
‘Informal hearing, by order prescribe a plan

to be carried out by & person who Is & manu~- .

facturer, importer, distributer, or retaller

" of the device with respect to which the order

was fssued but to whoin the order under sub-
paragraph (A) was hot directed.

“{2) The actions which may be taken un=

der & plan submitted under an order lssued
under paragraph (1) are as follows:

© “(A) To repalr the device so that it does
not present the unreasonable risk of sub-
stantial harm with respect to which the or-

. der under paragraph (1) was jssued.

_ "{B) To replace the device with a like or
cquivalent device which tsin conformily with -
ell applicable requirements of this Act.

J*{CYy To refund the purchinse price of the

- device (less o reasonable allowance for use if

.. wuch device has been In the possession of t.he'

device user for one year or more-—

*{1) at the timo of not,mcatlon ordered
under subsection (a), or

“{}1) st the time the device user recetves
actual notice of the unressonable risk with
yenpect to which the ordcr wis lssued under
paragraph (1),, .
whlchever st ccours),’

*(3) Mo churge shall be made to aly per-
son (other than a manwfsetfurer, linporter,
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disiribitor or retailer) who avalls himsclf.of
any rémedy, deserlbed in parsgraph (2) and

previded under an order lssied under para-
graph (1), and. the person subject to the or-

der shall reimburse each person {(other than
& inanufacturer, importier, dlstributor, or re«
talier) who is entitied to such o remedy for
any reasonible and foreseeable expenses pc-
tually incurred by such person in avalling
himself of such remedy.

“Reimbursement

“{c} An order Issucd under subsection (h)-
with respect to a device may requlre any per-
son who s a manufaciurer, lnporter, dis- -

trihuter, or retajler of the device to reim-
burse any other person who is a manufac-
turer. importer, distributor, or retailer of
such device [or such other person's expenses
actually incuited in connection with carpy-
ing out the order if the Secretary determines

such reimbursement s required -for the pro-

tectlion. of the public health. Any sich re-

guiremicnt shall not affect any rights or ob-.

Hgations under sny contract to which the

- person Fecelving reimburscment or the per-

g0l making such reimbursement 1s s party.
“Efect on Other Liabillty

“|d} Compliance with an order issued un-
der Lhis section shall not relieve any person
from ilability under Federal or State lInw. In

~awnrding damages for economic loss in an

action brought for the enforcement of any

such labliity, the vaiue to the plalntifl in.

such rciion of any remedy provided bim Un-

der such order shall be taken into account.
"“KECORDPS AND REPORTS CN DEVICES
“General Rule )

“3SEc. 519, (n) Every person who is a man-
wlacturer, importer, or distributor of o device
intended for human use shall establish and
maintaln such records, make such reports,

- abd provide such information, as the Secre-
- tary may by regulation reasonably require to

assure that sucl device 1s not adulterated or
misbranded and to otherwise assure its safety

- and eflecliveness. Regrlations prescribed up-

der the preceding sentetice—

“{1) shall not Impose requirements unduly
burdensome 0 a device manufacturer, im-
porier, or distributor taking inte account his
cost of complylng with such requirements
and the nced for the protection of the puh-

-Ne neaith and the implementation of this

Act; .
() whlch prescribe the procedure for
nm}.ing reqguesis 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 reguest and
identify to the fullest extent practicable
such report or Information;

(3} which reguire submisslon or a report
or information to- the Sceorctary shall stale
the reason or purpose for the submission of
stich report or Informaticn and ldentify to
the fullest extent practicable such report er
Juformation; )

“(4)} may not require that the identity of

any patlent be disclosed in records, reports,

or Information required under thls subsee-

tlon unless regqulred for the medlesl welfare

of an Individusl, to determine the ratety or
elfectlveness of a devlee, or to verlfy a rec-
ord, repart, or information submitted under
this Act: and '

{5} may not require a menufacturer, Im-
porter, or distributor of a cinss I device to—

"(A) malntain records respecting informa-
ilon not In the possession of the manufac-

-furer, Importer, or distributor, or

“{B} to submit to the Sccrieary any re-
pors or Informallon—

*(1) nmot In the possesslon ot the manu-
facturer, importer, or distributor, or

{11} on o pcriodic basls,
uniess such report or informatlon is neces-
pory to delermine If the device should bs
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rechiskificd or if the device is adulbcmted or
milsbranded. :
In prcqcrlbing such regulations, the Seme-
tary shall have due regard for tho profes- .
stonal ethics of the medlcal profession and
ithe interests of patients. Tho prohibitions
of paragraph (4) of thig subsection continue
Lo apply to records, reporis, and informatlon

ceonhicerning any individunl wio has been o

paticut, trrespeclive of whether or when ho

T eeascs Lo be a patlent.

“Person Exempt -

“{b} Subsection (a) shall not apply to—
“{1) any practitioner who is Ncensed by

“Jaw 1o prescribe or administer devices fn-

tended for use In humans and who manu-
factures or importe devices solely for use
m the course of his professional practice;
“(2) any person who manufuctures or im-
porLs devices Inlended for mse in humans
s50lely for such person’s use in reseatch or
teaching and not for sale (inciuding sny’
person who uses a device under an exemp-
tien pranted under sectlon 520({g}}; and
“{3) any other class of persons as the.
Becretary miay by regulation exempt from
subscetion {a) upon & finding that com-
pilance wilh the reguirements of such sub-
sectton by such class with respect to a device
is hot uecessary o (A) assure thal o device
is mot adulterated or mishranded or AB)
otherwise to assure lts safety, and effective-
ness,
“GENFRAL PROVISIONS RESFECTING CONTROL OF
DEVICES INTENDED FOR HOMAN USH
. "General Rule
"8ec. 520. (a) Any requirement authorized
by or under sectlon 501, 502, Bl0, or 519
applicable to s device intended for human
use shall apply to such device until the
applicability of the requirement to the de-
vice has been changed by action tuken under

section bl13, 514, or 515 or under subsection

(g) . of this section, and any reguivement -
establlshed by. or under section 601, 503,
510, or 519 which is Inconsistent with a re-
quirement hmposed on such devige under
section 514 or 5156 or under subscetion (g)

- of this section shall not apply to such device.

“Custom Devices
“{h) Sections 514 and 515 do not apply to
any device which, n order to comply with
the order of a physiclan or dentlst (or any
other specially quallfied person deslgnated
under regulations promulgated by the Secre:

.tary after an opporbunity for an oral henr-
‘Ing) necessarily deviates fromr an otherwise

applicable performance standard or require-
ment prescribed by or under section 514 or
515 if (1) the device 1s nok generally avall-
able in finlshed form for purchase or for dis-
pensing vpon prescription and 13 not offercd
through labeling or advertising by the manu-
facturer, importer, or distributor thereof

for commercial. distribution, and (2) such - -

device-—

“(Ay (1} 15 Intended for use by o pnuent
named In puch order of Such physiciann or
dentist {or other spcclally qu-\lmed person
s0 designated), or

“(ii} is Intended solely for use by (I) such_ :

physiclan or dentist {or other speclally qual- .
led person so deglgnated} or (ITF) o person
under his professlonal supervision in the
course of lhe professlonnl practice of such
physiclan or denklst (or other specially qual-
ified person so deslgnated), and
(D) Is not generally avallable to or gen-
erally usnd by other physlelans or denllsts
(or other specially qusalified persons so
deslpnated) . L
"Trade Secrecis

"(c) Any luformation reported 1o or other-
wise ohtalned by the Sccretary or his repre-

" .seniailve under scctlon 512, 614, 515, 516, 518,

510, or 704 or under subscation () or (£}
of this section which 1s exempt from dis-
closure pursuant to subsectlon (a) of sectlon




't gerned with earrying out this Act or when .
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-E53-of titte 5, United States Code, by reason -
of subsectlon (b)(4) of such sectlon shall-
- be consldercd confidentlal and shall not be
- disclosed and may not be used by the Sec-

1976

retary as the basls for the reclassitication of
a device under section 513 from - class I to
class II or rs the basis for the establishment
of & performance standard undei sectlon 5it
for @ device reclasstfled from class IIT to
class II, except that such information may be
disclosed to other offleers or. employecs con-

relevant In any proceeding under this Act

{other than sectlon 5i3 or 514 thereof).

“Notices and Findings.
“fd) Ench notice of proposed rulemaking

‘wnder section 513, 514, 515, 516, 518, or 519,

or under this sectlon, any other notice which

‘15 published in the Federa] Reglster with re-
.spect to nny other action taken under any

puch sectlon and which states the reasons
- for such metlon, and each publication of ind-
lnga required to be made In connectlon with
rulemaking under any such secifon shall seb
Iorth— .
~ *{1) the manner In whtch Interested per-
500s may examine data and other informa.
tfon on whlch the notice or findings is based,

and

*¢(2} the period within which Interested

persons may present-thelr comments on the
notice or findings (including the neecd there-

- for} orally or fn wrlting, which pertod shall

be nt lenst sixty days but may not exceed

.ninety days unless the time is extended by

the Secretary by notice published In the
Federal Reglyter stating good cause therefor.

"Restricted ‘Devices
e} (1} The Secrétary mey by regulation

. require that a device be restricted to sale or

aistribution—
“{A) only upon the wrltten or oral au-
thorization of 5 practitioner licensed by law

- to administer or use such device, or

*{B) upon such other conditlons (other

~ than any condition which would limit the

use of a device to a particular category or
eateporfes of physiclans defined by their.
. traiping or experlence} as the Secretary may

. prescribe in such regulation, -

. If, becaunse of 1ts potentiality for hermful

oﬂ'ect or tha coliateral mensures Tecessary’

to its use, the Secretary determines that
there cannot otherwise be reasonable assur-

- ance of its safety and effectiveness. A device
. subjeck to a regulation under this subsection

Is o restricted device,
“(2) A restricted device shall be deemed
to be misbhranded if its label falls to hear

such appropriate statements of the restrie- -

tions as the Secretary may in such regutla-

tion prescribe,

*Good Manufacturing Practlce
- Requirements

(1) (1) (A) The Secretary may, 11y nccord-
ance with subparagraph (B), prescribe regu-
1ations requiring that the methods used in,
and the facilities and controls used for, the

manufacture, packing, storage, and installa--

tion of a device conferm ta current good
manufacturing practice, as preseribed in

such regulutibns, to assure that the device

will be safe and effective and otherwise in

- eompliahee with this Act,

“(B) Before the Sccretary may promulgate
mny regulation under subparagraph (A) he
Shall—

1y afford the advisory committee esiab-
lished under paragraph (3} an opportunity
to submit recommendations to him with re-
spect to the regulation proposed to he pro-
-mulgated, and

*(it} afford opportuntty for an oral hear=
S ing.

The. Secretnry shall provide the ndvlsory
‘committee & reasonable time to moko 1its
recommendationa with respeet to proposcd

" regulatlons under subparagraph (A).
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"2} (A) Any persen su‘b]ect to any ro-

-quirement prescribed by regulatlons under .
- parngraph (1} may petition the Secrotary
for an exemption or variance from suth re-

quirement. Such a petition shall be submit-

ted to the Becretary In such form and man-"

ner ag ho shall prescribe aud shall—
“{1) in the case of a petitlon for an Cx-
emption from « requirement, set forth the

basis for the petitioner's determination that-
- compllance with the requirement is not re-

gulred, to assure that the device will be safe
and effective and otherwise in complinnce
withr this Act,

<{11) in the case ot o petition for a varl-’
ance from o requirement, set forth the meth- -

ods proposed to be used in, and the fa-
cilitles and controis proposed to. be used
for, the: manufiacture, packing, storage, and
Installation of the device In leu of the

‘methods, Iacllitics, and coutrols prescribed

Iy the requirement, and
“(1li) econtnin such other Information ps
the Secrelary shall preseribe.

“(B). The Secretary may refer to the ‘ad-
visory committee established under para--
graphh (3) auy petition submitted under

- subparagraphh (A). The advisory commlittee

shall report 1ts recommendations to the Sec-
retary with respect to a petition referred to
it within sixty days of the date of the peti-
tion’s referral. Within sixty days after-—

“(1) the date the petition was submitted
to the Secretary under subparagraph (A), or

“#(il) 1f the petitlon was referred to an
advisory conunittee, the expiration of the
sixty-dey period beginning on the -dats the
petition was referred to the advisory com-
milttee, -
wlhichever occeuns later, the Secretary shan b'y
order elther deny the petition or approve 1t

“(C) The Secretary may approve—

“(1) o pelitlon for an exemption for a de-
vice from a requirement 1f he -(determines
that compliance with such requirement s
not required to assure that the device will

‘bhe sale and effecilve and oiherwise in comi-
pliance with this Act, and

“ (1) a peiition for a variance for a devlce
from & reguircnient if he determines that
the methods to be used in, and the facllltles
and controls to be used for, the manufacture,
packing, storage, and Instatlation of the

‘device in leu of the methods, controls, and

facllttles prescrized by the requirement are
insufficlent o assure that the device will
bo snfe and effective and cotherwise in coms~
pllance with this Act,

An order of the Secretary approving & peti-
tion for a varience shall prescribe such coti-
ditions respecting the methods used in, and
the facllitles and controts used for, the mnn-
ufacture, packing, storage, nnd installation

of the device to be granted the varlance wi-

der the petitlon as may boe necessary to assure

. that the devico will be safe and effective and

otherwise in compilance with this Act.
“{D) After the issuance of an order under

subparagraph {B) respecting a petition, the

petitioner shall have an opportuniiy for an
informal hearing on sueh order.
“{3) Tho Sccretary shall establish an nd-

visory ecommittes for the purpose of advising

and moking reccommencdations to him with
respect to regulptions proposed to be prontul-
gated under paragraph (1) (A) and the ap-
provael or disapproval of petitlons submitted

under parsgraph (2), The advisory commit-

feo shall be composed of 9 members s fol-
lows:

**{A) Three of the members shall be ap-
poluted Irom persong who are ofllcers or em-
ployees of any State or local government or
of the Federal Qovernment,

"{B) Two of the members Bhnll be ap-
peinted from persons who are representative
of interests of the device manufacturlng In-

cdustry; two of the members shall bo ap-’

polnted from: persons who are representative

of the interesta of physicians and othér

healily- professionals; and two of the mems’

bers shall be repressntative of the g,enerul
public,

Members of the ndvlsory committes who are

not ofticers or employees of thoe Unlied States, .

wliile attending conierences or meetings of
the commiitee or otherwise engaged i ity
business, shatl bo entitled to recelve com-

pensation at rntes to be fixed by the Secre- .
L tary, which tates may not exceed tha dolly

equlvalent of the rate In effect for grade GS-
18 of the General Schedule, for each duay {1n-

- ¢luding traveltinie) they are so engoged;

and while so serving away from thefr homes
or regular places of bhusiness ench member

“may be sllowed travel expenses, including
. por diem In lieu of subslsteance, e authorized

by section 5703 of title § of the Unlied States
Code for persouns in the Qovernment service

employed intermittently. The Secretary shall
“designate one of the membera of the advisory,
.comimlittee to serve as 1ts chairman, The Sec-

retary shall furnish the advisory comumlittcs
wlth clerfcal and other assistance, Section 1&
of the Federal Advisory Committee Act shall
not apply with respect to the durstlon of
the advisory committee established under
this paragraph.

“HExemption for Devlcesfor Investigational

Use '

“H{g) (1} It Is-the purpose of this subsectlon
to encourage, to the extent consistent with
the protection of the public health and

safety and with ethleal standards, the dis- .

covely and development of useful devices in-

tended for hunisn use and to that end to
“malntain optlinum freedom for scientific ine

vestipators inthelr pursult of that purpose.
*“(2) (A} The Secretary shsgll, within the

one hundred and twenty-day period begin-

ning on the ¢ate of the enactinent of this

 section, by repgulation prescribe procedures

and conditlons under which devices intended
for human use may upon epplication be

granted an exemption from ihe. 1equnements .
'of section 602, 510, 514, 515, 616, 510, or 706

or subsectlon {e)} or (f) of this section or

from any combination of such requirements.

to permilt the Investigational use of such de-
vlces by experts gualified by scientifle traln-

Ang snd experience to Investigate the safedy -

and effectiveness of such devices,

“(B) The condltlons prescribed pursuant
to subparagraph (A} shall inciude the follow-
ing:.

"(1) A reguirement that an appllcation

be submiited to the Secretary before an- -

exemption may be granted and that the ap-

‘plleation be submitted in such form and

manner ns the Secretary shall specify.

“(ii) A requirement that the person apply-
Ing for an exemption for a device assure the
establishment and maintenance of such
records, and the making of such reports to

‘the Sccretury of data obtained as & resuit of’

the Invegtigational use of the device durlng
the exemption, a5 the Secretary determines

will enable him to nssure compliance with -
such condltions, review the progress of the
Investigation, and evaluate the safety and |

effectiveness of the device,

*(111) Such other requirements as the Secs
retary may determine to be necessary for the

protection of the public henlth and safety.
#(C) Trocedures and conditlons prescribed -

pursuant to subparagraph {A) for an exemp-
tion moy appropriately vary depending on
(1) the scope and duration of clinienl test.
Ingg fo be conducted under such exemption,
{11} the number of human subjects that ara
to be ihvolved in such testing, (1) the need
to permit changes to be made In the devico
subject to the exemption during testing con.

“ducted In accordance with n clinleal test-

ing plan requlred under parapraph (3) (A).
and (Iv} whether the clinical testing of such
device 15 for the purpose of doveloping data

Himy
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1o obtaln approval for the .commercial dis-
tribution of such device,

“{3) Procedurcs and conditions prescribed
pursuant to paragraph (2) (A) shall require,
ay a conditlon to the exemption -of any de-
vice to be Lthe subject of testing involving hu-
man subjects, that the person applying for
the exemnption—

“{A) submit a plan for any proposed ¢lini-
cal iesting of the device and a report of prior
investigations of the device (ineluding,
where approprizte, tests on animals) ade«
quite to jusuiy the proposed clinical test-
1nn-_

"(i) to the local instifutional Teview com-

" mittee which has been established in accord-
-ance with regulations of the Secretary to

supervise clinical terting of devices In the’

" facilities where the proposed clinical testing
. 18 10 ke conducted, or

"(ﬁ) to the Secretary, if—
“(I) no such committee exists, or
_*(II} the Secretary finds that the process
of review by such committee 1s Inadequate
(whether or not the plan for such {festing
has besn approved by such committee),
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Becretary's dlsapproval ol e appilcation

and afford the applieant opportunity for an

Informad Liearing on the disapproval ordoer.
“{5) Theé Secretary may by order withdraw

-an exemplion granted under this subseciion

Tor a device If il Secretary delermines that
the conditions applicable to the device under
this subsection for such exemptlon nre not
met. Such an order may be issied Only after
opportunity for an Informal hearing, except
that such an order may be issued before the
provision of an opportunity for an Informal
hearing if {he Secretary determines that the

. continuation of testing under the exemption

-

~was submitied to the Secretary and whlch-

for review for adequacy to jusiify the com- '

mencement of such testing; and, unless the

plan and report are submitted to the Sec~

retary, submit to the Secrefary a summary

ot the play and 2 report of prior invesilga-
tions of the device (including, where ap-
propriete, tests on animals);
#(B} prompily notify the Secretary {under
uch circumsiances and In such. manner
as the Secretary prescribes) of approval by
& local institutionsl review committee of eny
elinical testing plan submitted to 1t In ac-
cordance with subparagraph (A);

“{C) in the case of a device 10 be distrib--

wted 1o investigators . for testing, obtain
slgned agreements from each of such investl-
gators that any testing of the device invole-
ing humean subjects will be under such in-

withh respect to which the order is to be

issued will result in an ‘unreasonable risk to |

the public health,

“Release of Safety and Ef[ectivene:;s
Information

*(h) (1) The Secretary shall promulgate'

regulations-unger which a detailed suminary
of information respecting the safety and ef-
fectiveness of a. device which information

was the basis for-—
- “(A) an order under section B515(d) (1)

{A) approving an application for premarket -

approval for the device or denying approval
of suchh an spplication or an order under
seclion B15(e} withdrawing approval of such

T an application for the device,

vestipator's supervision and in accordance °

with subparagraph (D) and submit such-

s,greemﬂnm to the Secretary; and
(D) assure that informed consent will ke

obtainied from each human subjlect {or his -

representative) of proposed clinical testing

involving such device, except where, sublect, -

to such conditions as the Secretary may pre--
scribe, the investigaior conducling or su-’

pervising the proposed clinical testing of the
device determines in writing that there exists
8 lii{e threatening situation Involving the
hunman subject of such testing which necessi-
tates the wuwse of such device -gnd it is not

feasitle to obtaln informed consent from the

gubject and there is not sufficient time 10

obiain such consent from his representative.

The determination :equn'ed by subparag rapl
{D) shall be concurred in by s lcensed phy-
elzisn who 1s not Involved in the testing of
the buman subject with respect to which
such determination is made unless Immedi-
ate use of the device Is required to save the
1life of the human subject of such testing
and there ls not sufficient time fo obtain
such concwrTence. ’

*{4Y{A} An application, submitted in ac-
cordance with the procedures prescriled by
reguistions under paragraph (2), for ai ex-
emption for a device {other than an exemp-
tion from section 516} shall be deemed sp-
proved on the thirtieth day after the sub-
mission of the application to the Sectrefary
uniess on or before such day the Secretary

by order disapproves the application and.
- notifies- the applicant of the disapproval of

ibe avolication.
“1B) The Secretary may disapprove an ap—
pliestion only ¥ he finds that the investiga~

"(B) an order under section 515(I) {33
(&) revoking a1 approved protocol for the
device, a1 order under section 515(f) {6) (B)
declaring a protocol for the device completed

or not ¢ompleted, or an order undeyr section. .

B15(f) {7} revoking the approval of the de--‘
vme or

"{C} &n order approving an anplicatlon
under subsection (g) for sn eiemption for
the device Irom section 516 or an order
disapproving, or withdrawing approval of, an

application for an exemplion under  such

subsection for the device, -

ehall be made available to the pub]ic upon.

issuence of the order. Summaries of informa.
tion made available pursuant to this para-
grafh respecling a device shall inchide a

summary of any information respecting ad-

verse effects on health of the device.
"“(2) The Secretary shall promlgate regu-

latlons under which each advisory commit-~

tee esteblished under section 5i5(g) (2) (B)
shell make available to the public a detalled
Bummary of informstion respecting the
rafety and effectiveness of a device which
information was submitted to the advisory

committee and which was the basis for lts
recommendstion to the Secretary made pur-.

suant 1o section B15(g) (2) (A). A summary

of informasion upon which such a2 recom-

- mendation is based shall be made avaiiable

pursuanht to this paragraph only after the -

issuance of the order with respect to which
ihe recommendation was made and each such
stimmiary shall include a summsry of any in-
formation respecting the adverse efects on

“health of the device subject to such order,

*“(3). Any informatlon respecting a device

- which is made available pursuant to para-

tion with respect Lo which the application -

16 subniitted dos Dot conform to procedures
angd conditions prcscribcd under regulalions
“under paragrapll (2). Such a notification

~a complete stalement of the reasons for ihe

graph (1) or (2) of this subsection may not-

be used to establish the safely or eficctive-
ness of anoilier device for purposes of this

&ct by any person other than the person - dévice in ¢lass I or class 1T,

whe submitted the Infermation so made
available.
"l"ruccm.‘ln;)s of Advisory Panels and
Commitices .
(1) Each advisory panel under section 513
and each advisory comimittee established

under section 514(g) (6} (B} or section 5IG

(g) shall make and maintain a transeript of
any proceeding of the panel or committee,
Edch such panel and committes shall delete

_Irom &ny lranscript mede pursusnt to this

- shull contsin the order of disapproval and

gubsection mformation which under subsec- .

tion {c) of this sect!on 15 1o be copsidered
conﬁdent!.ﬂ
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'I‘mcn_a.’bﬂ: iy Requ irements

"‘(j] No regulation under this Act may - -
posc on.a tyne or class of device Tegulre-

‘menis for the. traceabitity of such lype or

clesg of device unless such requirements are’
necessary o ascure Lhc pro*ectmn of the

public healih, .

L “LResearch and Development
“{k) The Becretory may enter into conc

tracis for research, testing, gnd. demonstra-
tions respecting devices and may obtaln de-

vices for res¢arch, testing, and demaonstration

purposes without regard o sections 3648 and

3709 of the Reviged Statu‘oe“ (31 U.5.C. 529,
41 U.S8.C.6).

_“Transitienal Provisions for Devices Cons;d..

ered as New Drugs o Antibiotic Drugs

() (1) Any device intended for “numan
use—

“(A) for which on the date of enactment .
of the Medical Device Amendments of 1975
(hereinafter in this subzection referred to-as
the ‘enaciment date’) an approval of an

application submitted under section 505(b)

was in effect; .
"{B) for which such amn appileation was
filed on or before the enaclment date ang

“wiih respect to which applicaticn no order

of approval or refusing to approve had been
issued on such date under subsection (¢} or.
(&) of such section;

“{C) for which on the enactment date an" .
exemrpiion ander subsection (i} of such sec-
tion was in effect; -

(D) whnich is within a type of device de- .

-s¢ribed in subparagraph (A), (B}, or {C} and. |

is substantially eguivalent to another device
within that type;
{E) which the Secretary iﬂ. B notice puh-

.lished in the Federal Reglister before the en-

aciment date has declared to be & new drug
subjert 10 section OB or .

“iF} with respect to which on the enact-
nweni gats em action is pending in a United
Stetes court under secilon 302, 303, or 304 for
an alieped viclation of & provision of section

301 which enforces 2 requirement of sectlon -

505 or for an ajleged violation of sestion
505i{a),

is ciassified in class ITE unles the Secretary
in response to a petition submiftied unger -
paragrapl (2) hes clnbsqﬁed such device in

cclass I or .

“{2) The manufacturer or importer of a
deuce classified under paragraph (1) may -
petition the Secretary (in such form and

‘pranner 8 he shall prescribe) for the issuance

of an order ¢lassifying the device in class I
or c¢lass T1. Within thirty days of the Aling
of such a petition, the Seccretary shall notily -
-the petitioner of any deficiencles in the peti- -
tion which prevent the Secrctary from mak-

" Ing a decicion.on the petition. Except as pro-

vided in paragreph (3} (D2} (i1}, within one

" hundred and eighty days after the filing of a
‘petition under this parsgraph and after af-

fording the petitioner an opportunity for ag

_‘1n1‘orm.;1 Thearing, the. Secretary shall, after

consultaiion with the appropriate panel
under seclion 513, by order either deny the
petition or order the c¢lessification, in 4de-
cordance with the criteria prescribed by sec-
tion 513{a} (1} (A} or 513ga)(1)§B), of the

“(3)(A) In the case of & device which is

-.deseribed in paragraph (l) (A} and which i3

in class HMI—

(1} such device shall on.the enactment-
date be considered a device with an approved
application under secllon 515, and

-{i}) the-requirements applicable to such

‘device hefore ihe enpctment date under peCr

tion 505 shall continue to apply to such de-
vice until chaxged by ihe Secretary ns pu-

“ihorized by 1his Act.

*(B}. In the case of a device which is de-
‘seribed In paragraph (1) (B) and which jsin

 elhsE m sn applicaiicn tor such device nhﬁll :




. .retary has made the finding required Ly see- -
L tion B15{d) (1} (B} (1}} less the number ol

.“I dica J, Jiuff

. be. consldered s having been filed under sec=

ilon 515 on the enactmient date. The perlod

in which the Secretary shall et on such'

“application In nccordance with section Bt§

{d} {1} shall be one hundred and éighty days. -

{or such greater pertod ag the Secretary and
the applicant may agree upon after the Se¢-

days in the perlod beginming on the dite &n

applieation for such device wes filed under.

section 505 and ending on the ennchbiment
date. After the explration of such period such

- device 13 required, untess exempt under sub-

~_within the sixty-day perlod beginning on the”

gection (g), to have In effect an approved
application under sectlon 515.
“{C) A device which is described'in para-

_graph (1) {C) and whigh is in class 11T shall

bo considered a new drug until the explra-
tlon of the ninety-day period beginning on
“the dute of the promulgitlon of regulations

under subsection (g) of this section. After
" the explration of such perlod such device is
: required, uniess exempt under subsectlon

(g}, to have In elfect an approved applica- |

tion under section 5135.
“{D}) {1} Except a3 provided in clause (i},

" @& deviee which 15 described i subparagraph

{3}, (E}, or {T) of paragraph (1) nnd which

1s In class IIX is required to have on. and .
~ after the enactment date in eflect an ap-

proved applicatlon under section 515.
“{i) 1f—
"(I) a petition is filed under paragraph

~{2) for a device described in subparagraph
(D}, (E), or (¥) of poragraph (1}, or

“{Il) an epplication for premarket
approval is filed under section 515 for such
a device,

ennctment date {(or within such greater
perlod as the Seerclary, after making the

¢ Anding required under sectlon 615 (d) (1) (E),

L. graph (2)

oy

. and the petitloner or applicant may agree

upon), the Secretary shall act on such peti-
tlon or application in accordance with para-

oxn the petitlon or applleation shall be within
the one hunderd and twenty-day period be-
gioning on the date the pettiion or applica-

. tlon is filed, If such & petition or application

is filed within such sixty-day {or preater)
period, clase {i} of thls subparagraph shatl
not apply to such device befaore the expira-
tlon of such one hundred and twenty-day
pertod, or 1f such petiticn is denied or such
application 13 denled appraval, before ilie
date of such denial, whichever occurs first.
»{4) Any device intended for human use
which on the enactment date was subfect
“i0.ihe requirements of section- 607 shall be
subject to such requirements as follows:
“(A) In the case of such 5 device which I8
classified Into class I, suchi regquirements

P ‘shall apply to such device until the effective

. date of tho regulation classifylng Lhe device

|~ Into.such class.

“{(B) In the case of such a dcv!ce which’
15 classified into class II, such requirements

©. shall apply to such device until the effective

7. -date of a performance standard applicable.

10 the device under section 514,
“(C) In the case of such a device which 15

”"classmed into class III, such requirements

shall apply to such device until the date on
which the device 18 required to have In ellect

L. an approved application under section 515.

“STATE AND LOCAL REQUIREMENTS
. . RESPECTING DEVICKS
. .. "General Rule
"Szc. 521. () Except.as provided In sub-
rection (b}, no State or polltlcsl subdivislon

. of & State Inay estublish or continue tn effect
“with respect to o device intended for human.

. Wye any requirement—

*{1} ‘which is different from, or in addi-

* ton to, any requirement applicable under

“ihis Act to the device, and

cmeans an instruraent, apparatus,
- ment,

or section 515 except that ike-
- pertod within which the Secretary must act

~(2) which relates to the safety or eifec

. tiveness of the device or to any other mat-

ter Included 1n s rcquircmt.nt upplic:uble to
tho devico under this Act,

“Exempt Requ!remcnts

politienl subdivision thercof, the Secretary

may, by regulstion promulpgated after notice.

and opportuntly for an oral hearing, exempt
from subsecitonn (a), under such condiiions
as may be preseribed In such regulation, a
requiremaont of such State or political sub-

-division applicable to a device Intended for

human use if-— :

“{1) the rcqulrement Is more strlngent
than a requlrement under this Act which
would he applicable to the device If an
exemption were not
subsection; or

"("} ithe requirement—

“{A) Is Tequired- by comipellfng loml cen-
ditions, and

“{B)  comphance with the rcqu!rcmcnt.
would not eause the device to be in violation
of any applicable reguirement under this

[a Ay .

CONFORMING . AMENDMENTS
Amendments to Sectlon 201

Szc, 3; (a) (1) (A) Paragraph (h) of section
201 15 amended to read as follows:

“(h){1) The term ‘device' (except when
used i paragraph (n) of this sectlon and in
sections 301(i), 403(f), 502(¢c), and 602(c))
imples
machine,” contrivance, = implant, in
vitro reagent, or other similar or related

‘article, including any component, part, or

accessory, which 15—

{1} recognized In the official National
Formulary, or the United States Pharmaco-
pcln or ahy supplement to them. .

“{2) Intended for use In the diagnosis of
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’ "(b) Upon application of a State or a-

In effect under this-

disease or olhet condltions, or in the cure,’

mitigation, treatment, or prevention of dls-

ease, In man or other animals, or

*{3) Intended to affect the structure or
any function of the bhody of man or other
animals, ang

which does not achleve any of its principal

intended purpases through chemilcal sction
within or on the body of man or other
animals and whlch is not dependent upon
being metabollzed for the achlevement of uny
of its prineipal Intended purposes.”

(B) Section 16(d) of the Federal Trade
Commission Act is amended to read as fol-

lows:

“{d} The term ‘device’ (except when used
In subsection (n) of this sectlon) means an
instrument, apparatus, tmplement, machine,
contrtvance, implant, in vitro resgent, or
other similar or related article, including any
component, part, or accessory, which 15—

“{1) recognized in the official National
Formulary, or the United States Pharmaco-
peta, or any supplerment to them,

“{2) intended for use in the dingnésis of
disease or other conditions, or in ihe cure,
mitigation, treatment, or prevention of dis-
ease, in man or otlier animals, or

“(3) Iniended to aflect the structure or any

function of the bhody of man or other
animals, and

which does not achieve any of its princinpal

intended purposes through chemical action
within -or on the body of man or other

anlinaly and. which 1s not dependent upon.

being metabolized fur the achlcvcment of any
of ite principal intended purposes.”

{2) Bection 201 is amended by uddiug at
the end the following:

“{y} The term ‘informal hearlog’ means a
hearing which 13 not subject to section 564,
b5b0, or B57 of title 5 of the United Staies
Code and which provides for the following:

“{1) The presiding officer In the hearing
shall be desipnated by the Secretary from
olllcers and employees of the Department of
Heslih, Educatlon,

and Welfare who have .

nol

who aré not direetly responstble to an oflicer
or employee of the Department who ha.s par-
tiviputed in any such action.
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) participated In any action of the Secre- .
tiry which Is the subject of the hearing and

“(2) Faclt party to the henring ~hn11 linve

the right at all times to be advised nnd’ ac-

companled by an attorney,

“{3) Before the hearlng, cach party ta the
hearing shall be glven reasonable notice of
the wmatters to be considered at the hearing,

including a comprehensive statement of the

basls for the action tnken or proposed by

the Seccreiary which is the subject of the.

hearlng and a geueral summary of the in-

- formation which will he presented by the
‘Becretary at the hearing in support of such

action.

“(4) At the hearing the partles to the -

hearing shall have the right to hear a full
and complete atatément of the action of the
Secretary which 1s the subject of the hear-
ing together with the information aid rea-
so1s supporting such setion, to conduct rea-
sonabie questioning, and to.present any. oral
or written information relevant to such ac-

-iion.

*(6) The presiding officer In such hearing

- shiall prepare a written report of 1he hearing
-to whichh shall he attached all writlen ma-

terinl presented at the hearing, The par- -

ticlpants in the hearing shall he given the
opporiunity to review and correct or sup-

- plement the preslding officer's report of the
" hearing,’

~ “({6) The Becretary may require the hear-
Ing to be transcribéd. A party to the hearing
ghall have. the right to have the hearing
transcribed at his expense. Any transcription
of a hearing shall be included in the presiad-
ing oflicer's report of the hearing.™.
Amendments to Section 301
(b} (1) Seetion 301 Is smended by adding
et the end the fellowing new paragraphs:
“{q) (1) The Iallure or refusal te (A) com:

.ply with any requirement prescribed under

section 618 or 520(g), or (B) furuish any

notificatlon or other material or information

refjuired by or under section 518 or 520(g).
“{2} Wlih respect to any device, the sub-

- misslon ‘of any report that is required by or

under this-Act that ts false or mlsleading o

&y material respect.
“{r) The Introduction or.delivery for in-
troduction Into interstete commerce for ex-

port of a device or drug In viclation of an or- -

der issued under section 801(d) (7).".
(2) Sectlon 371(¢} is amended by striking

out “or” before 512" and by inserting after .

T *{m)"” a comma and the following: "51.:(r)

or 518",

(3) Section 301(J) is amended by Inserting ~

“510," before "512”, by Inserting “5i3, 514,
615, 614, 518, 519, B20(g) " before “104™, at
by striking out *or 706" and inser ting in Heu
thereol 706, or 707",

(4) Sectlon 301 (1) 15 amended (A} by in-

seriing “or device" after “drup” each time it -
occurs, and (B) by striking out “505" and

inserting In lleu thereof “505, 5185, or 520(g).

" a5 the case may he”,

Amendments to Section 304

{c} Section 3J0£(a) Is amended {1} by -

striking out “'device,” in paragraph (1), and

(2) by sinking out “and” before “(C}" im,

paragraph (2), and (3) by striking out the

-perlod at the end of that paragraph and

inseriing 1n Heu thereof & comma and the
rollowing: “and (D} eny ndultcm&,ed o:: mis-

‘branded device,”,

Amendments to Seetlon 501
- 4d} Section 501 15 amerxled by adding at
the end the following new paragraphs:
“{e}) I It 18, or purports to be ov I€ repre-
sented as, a dovice which is subjlect to a
performatice gtandund established under see-
tlon 514, wnless such yevice ia In all respects
in ocmformity with such etandard.
“(IY(T) IL &t 48 n class ITI device—
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“"(A) (1) which Is requlred by o regulation
- prontulgated under subsection (b) of scction
B15- to have an approval under such sccilon
of an application for premarket approval
“ahd which §s not exempt from section 615
under secitlon 620(g), and

“{H} (I} for which an applleatlon for p1c-

© market approval or a notice of completion
of a product development pretocol was not
filed wlith the Secretary within the ninety-
day perlod beginning on' the daté of the
_promulgailon of such regulation, or

“{IXy for which such an applleation wes
filed ‘and approval of the application has
been denied or withdrawn, or'such a notice
was filed and has been declared 1ot goma-
Dleted or the approval of the device under
-the protocol has been withdrawn;

“{B} (I} which was inltlally classified under
section 513(f) into ciass IIT, which under
sectlon 515(a) is required to have an ap-
proval of au appiication for premarket ap~
proval, and which 1s not exempt from sec-
tlon 516 under sectlon 520(g), and

{1ty which does not have an approval
under sectlon 515 of an application for pre-
market approval; ar

“(C) which was inilially ciasslfied under
section 520(1) ~into class IIT, which under
" stich section is required to have in effect an

- approved application under scction 515, and
which does not have such an appncnt!on in
eflect.

(2} (A} In the case of a device Initially

class:lﬂe;i under section 513(f) Into class III
and intended solely for Invesllgational use,
paragraph {1) {(B) shall not apply with re-

- spect 10 such device durlng the period ending

on the nlnetieth day after the date of the
promulgation of the regulations prescribing
the procedures and conditlons required by
seeclion 520(g)(2). .

“(B) In the cise of a device sulrject to a
regulatlon promulgated under subsection
(b} of section 515, paragraph (1} shall not

apply with respect to such device during the ]

period ending—
*(1) on-the last day of the thirtieth calen-
_dar month beginning aiter the month in
which the classification of the device 1u class
III becaume eifective under section 513, or
(i1} on thie ninetleth day after the date
" of the promulgation of such regulation, -
whichever occurs later, :
“{g) 11 1t is & banned device.
- (D)1 0t 19 & device and Lhe methods used
in, or the facllitics or contrels used for, its
manufacture, packing, storage, or instal-

lation ere not-in conformity with applieable

reguirements under section 520(f)1 (1) or an
applicable condition prescribed by an order
under section 520(0) (2).

*{1) I it is a device for which an exemyp-
- tion has been pranted uader seclion 520{g)
for investigational use and the person who

" was granted such an exemptlon or any fn-. -

- vestigator who uses such device under such
exemption falls 4o comply withv & require-
nment preseribed by or under such section.”

Amendments to Section 502

{c}{1) Scction L02 is amended by adding:

st the end the Tollowing new paragraphs:
“(q) In the ense of any restricted device

cistributed or offered for sale in any Stale,

Jif (1) its advertising s false or misleading

n any partleular, or {2) it is sold otherwise.
dlstributed in violatlon of regulations pre-

seribed under section 520(e).

o "(r) Tn the case of any restricted device:
dislributed or effered for snle in any Siate,.

unless the manufacturer, packer, or distrlbus

Ltgr thereof Includes in alt advertlsements and -

othier descripbive  printed matter issued or
cavsed in bhe Issued by the manufacturer,
packer, or distributor with respecl. to that
device (1) o true stalemeut of the device's
established nnne s defined’ ln sectlon 602
(o), priuted prominenily and in type ot least
“half as large as that used for any trade or

may’
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braud name thereof, and (2} o brief state-

ment of the Intended uses of the device ahd
relevant woarnings, precaunllons, side eflects,
and contralndications dnd, in tho c¢nse of
speclfics made subject to a finding by the
Scerelary ofter notice and opportunity for
comment ihat such actlon is neeessary .to
protect the public health, a full descrip-
tion of the compouents of such device or the

~Tormula showing guantliatively each Ingred-
lent of such device o the oxtent required {un-

regulntions  whilelr shall be issued by the
Secretary after an opportunity for a hear-

ing. Except in extracrdinary circumstances,
‘no vepulation issued under this paragraph

shall requtire prior approval by the Secretary
of Lthe content of nny advertlsement nnd no
advertisement of a vestricted device, pub-
lished after the effeetive date of this pera-
graph shall, with respect to the matters spec-

ified in this parayraph or covered by reguia-

tlens issued hereunder, be subject to the

- provisions of sectlons 12 through 15 of the
Federal Trade Commission Act (1§ US.C.

92255}, Thls paragrapn shall not be op-
pHeable to any printed matter which the

Seccer tnry determines to be labeling as de-

fined in sectlon 201 (m).

“{8} If it 1s a device subject to = per-'

formance standard estabilshed under
tion 514,

BeC~
uniess it bears such Iabeling as
be pr ¢scribed In such  performance
statdard.

"ty 11 1t 1s n device and there was & Influre
or refusal (1) 1o comiply with any require-

ment preseribed under sectlon 518 respect-

ing the device, or (2) to furnish any notifi-
calion or other material or Infarmation ro-

quired by or under section 514 respecting the

device,”

(2) Sec tion §02(4) 1s amended hy insertlng

“or manner” after “dosage™.
Amniendinents to Section 801

(f1¢1) Sectlon BOL1(g3) is amended to- leacI.

as follows:

“(d) (1) A food, drug, device, or cosmetic
Intended for export shall not be deemed to
be adulierated or misbranded under this
Act i 1t—

“(A) accords to the -specifications of the

“forelgn purchaser, 7
(B} Is not in confilet with the laws of

the country to which 1t 1s intended for ex-
part,

“{C) 1s- labeled on the outside 0f the
shinping package that it 15 fntended for ex-
port, and

“{D) is not sold or offered for sale in do-
mestic commerce.

“{2) Parvagraph.(1) does not apply (o any
device which does not comply with an ap-

" plicable reywrement of scctlon 514 or 515
cor whieh Is o banned device under secilon

616 unless, in addition o the requirements
of paragrapli- (1),
Iowlnyg requirements;

“(A) If lhe device Is intended for export
to a country wlhich hias s appropriate hoalth
ageticy Lo roview the device and nuthorize
or approve it as safe for 1ts intended use (lu~
cluding Invesbtigntional wuse) within such
country, such device may be exporied to such

“country only 1{—

{1} {he deviee is s¢ 1cvicwed and author
ized or approved by such agency, and .

(i) motification wlth respect to the ex-
port of the device lias been provided {ne
Secretary in accordance wilh paragraph {8},

“{B} If the device 1s intended for export to
a country which does not hnve an agency de-
seribed In subparagraph  (A), such device
may e exportecd to such counlry. only If thn
Seerctary determines, upon applicatinn and
alter provision to ihe spplicant of oppor-
tunlty for an informal hearing on the ape-

pltentton, that the exportation of tlie device.

o gueh counlry is nod contrary to public

- health and safely,

“{3) Paragraph (1) does not appiy o an

the device _migets the fol-
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antiblotic drug fur which = reguiation oy
relesse is not in effect pursunnk to section

50T undess In additlon to the requirements - .

of paragraph (1), the driyg meeis the follow-

. ing refpulrentenls:

“(A) II the drug 1s intended for cxport to

& country which has an appropriale health
.ngency to review the drug and guthorize or

wpprove it as safe for its intended use {lu-.
chiding  Investipgntlonal use) within .sueh .
country, such drug may be exported to such
country only if— .

(1) the drug t= so reviewed and nuthor-,
ized or approved by such agency, and

“(il} notification with respect to the ex-
port of the drug has been provided the
Secretary i accordance with paragraph (8). -
© Y(BY If ihe drug is intended for export to
a country which does not hoave an agency

-described in subparagraph {A), such drug’

may be exported to such country only if
the Sceretary determines, upon gppileation .
and afier provision te the applicant of oppor-

Sgunity for an Informasl hearing on the ap-. .
-plication  ihat the exportation of the drug

to such eocuntry is not contrary to pubiic

- health and safetly.

“(4) Paragraph (1) does not apply to a
new animal drug, or an animal feed hearing
or containing a new animal drug, which is
unsale. within the meaning of sectlon 512
wnless, upon application to make that para-

- graph apply to such o drug or feed, the Sec- -

relary cdetermines, after providing notlce
and opportunity for an informal hearing on

‘the appileation, that—

“{A) the drug or feed meets the require-
ments of paragraph (13,

"{B} its exportatlen i3 not contrary to
pubilc health and ssfety of persons within
ihe Unitted Stetes, and

“(C) {1) the approprinte health agency of
the country to which the drug or feed Is to

"be exported has reviewed 1t snd authorized

or approved it ns safe for its intended use-
(including " Investlgational wuse) in such
country. or . )

“ (i) if there 1s no such agency, its ex-
portation to such country 13 not contrary
to public heaith and safely. .

“(5) Notwiibhstanding section 301(d), a
new drug for which an application is not in
effect pursuant to section 505 moy be intro-

-duced or delivered for introduction into in-.

terstate cominerce for export if the new drag
meets Lhe following requirements;

“{A) The drug meets the requirements of
paragrapih (1).

“{B) If the drug 15 Intended for expord to
g country which has an appropriaie health
ngency to review the drug and guthorize or

.approve it as safe for Ifs intended use (in-

cluding investignbtionnl use) within such
country, such drug may be exported fo such
country enly 1f—

“{1) the drug is so. reviewed and avthor-
ized or approved by such ageucy, and

(i) notifieation with respect to the ex-
port of the drug hos been provided the Sec-
retary In nccordance with parngraplh (6},

“{C) If the drug 18 Intended for export to
o countlry which does not have an agency
desctibed in subpavagraph (A), such drug -
may be exporicd Lo such country oniy if the
Secretary ceterimlnéds, upon applieation and

_after provision to the appllicant of opportu-.
~nlty for an informal hearing on the applica-

tion, thot Lhe exportation of Lhe drug to such -
country Is not contrary to publle health and
salety.

“{6) {AY Fach person who ig required to
reglster vyuder scetion 510 and who proposcs
to iniroduce or dellver for introductlon into
interstate commerce for expori—

{1} nny device which docs not comply
with an applienble requirement of section
614 or 615 or whlch s a banned device under’
scction 516,

"(11) any antiblotlc drug for which n reg-
ulation or release 1s not in cllect pmmmnt to
sectlon 50T, or .
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(1) auy new drug for which an npphcar.
tion Iz not in clfect pursuant to cectlon 505,
ehall, on an annual basls and in accordance
- with regalntions preseribed by the Seerctary

pubnmit to the Secretary the nollce prescribed .

by subparagraph (B) if the country to which

such device or drug s intended for export. -

his an eppropriste health agency 1o review

" the drug or device and to wuthorlze or ap-

.prove It ns safe for {is Intended use (includ-
ing investipational use} in sucl: country. A
- motice pursuant to this subparegraph may
* be mmended in accordance with regulations
of the Sceretary. . )
“{B} The notice required by subparagraph -
(&) shall— ) 7
“{1) identify each drug and device de-
- geribed in subparagraph (A) which i5 to be
introduced or delivered for introduction into
interstate commerce for export during the
twelve-mmonth perlod beginning Lhirty days
after the date the notice is submitted,
*{i1) ldentify the countries to. which ench
. such drug and device will be exported, and
' ={i}i) demonstrate to the, satisfaction of
the Secretary that each such device and
drug complies with the requirements of sub-
‘parsgraplh (1) and has been reviewed by

. the appropriate health agency of the coun-

iry to which it i3 helng exported and such
- agency has suthorized or approved 1t as safe
for §ts intended use {inchading investipation-
al use) In such country. )
#{7y The Secretary may; after providing
notice and opportunity for informal hearing,
issue an order prohibiting the introduction
or dellvery for ntroduction in interstate
“ecommerce for export of any—
“(A) device which does not comply with
an applicable requirement of section 514 or
. 515 or which Is a banned device under sec-
tion 516, 7
“{B) antibioti¢ drug for which a regula-
tion or release s not In effect pursuant to
wsection 50T, or
“(C) new drug for which an appllcatfon
ig not in efect pursuant to section 595, )
| 4f the couniry io which the device or drug
. 1s Intended for export buas an appropriate
. health agency to review the device or drug
and authorize or approve it as sale for s

jntended use (Including investigational use) ~

©within sueh country and if the Seccretary
. determines that the export of such device or
“drug is Inconsistent with the bealth ang.
safety of persons within the United States.”,

{2) Section B801(a){l) 1s amended by in-
‘gerting after “cenditions” the followling: "or,
in the case of a device, the methods used in,
and the fdcilitles and contrels used for, the.
manulacture, processing, and packlng and
installation of the device do not conform to
{tho requirements of sectlon 520(I)™ ]

REGISTRATION OF DEVICE MANUFACTURENS

Sec. 4, (a) Section 510 is amended as fol-

“lows: : .

{1) The section hending s amended by In-
serting “and.devices” and “drupgs”. *

(2) Subscction (a){1) is amended by In-
serting “or device package” after “drug pack-
npe’; by Inserting “or device” after '“the
drug”; end by Inserting “or wuser” afier
eonsumer, -

{3) Subscclions (b). {c), and (d) -are
amended by inserting “or a device or devices”
after “drugs" each time it oceurs. . .

{4) Subsectlon {e) Js amended by adding
st the end the followlng: *The Secretary

. may by regulatlon prescribe a uniforn sys-

L tem for the identificatlon of devices intended

for human wse and may reguire that persons
- who are required to lHst such devices pur-
suaant to subsection (1) shnll list such devices
in accordance witlh such system.”,
. {5} Subsecllon (g) Is amended by insert-
~ g “or devlces' after “drugs™ each time such

- - term occurs In paragraphs {1), {2), snd (3)

of such subseclion,

ing ‘or
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(6) Subsecction () is'mmended by insert~

ing after “704 and™ the following: “ecvery

such establishment’ engaged In the mani-
facture, propagation, compoundiny, or proc-

edsing of a drug or drugs or of A device or
devices classitied In class IT or TIL”, . ’

(7) The first sentence of subsection (1) is
amended by insertinyg *, or & device or de-

‘vices,” after “drug or drugs™; and the sec-’

ond sentence of such subseclion ls amended

by inserting “shall require such establish-
ment to provide the information required by

suhsegtion (i) In the case of a device or de-
vlces and” inimedistely before “shall Inelucde™
and by inseriing "or devices™ after “drugs"™.
(8 Bubsgection (J) ls amended—
(&) In the matter preecding subparagraph

- (A) of paragraph (1}, by striking out.:"‘ﬂ. list
of ali drugs (by establlshed name” and in--

serting in lieu thereof *a list of atl drugs and

& list of all devices and a brief statement of
the hasls for Letieving that each device.in- -

cluded in the lsi Is a device rather than a
druy (with each drug anad device In ench list
by 1ts established name”, and by striking out
“drups filed" and inserting in Heu thereof
“drugs or-devices filed™; )
{B)} In paragraph. (1} (A}, by striking out
“such Hst” and inserting -In lieu thereot

© “the applicuble 1st”; by inserting “or a de~ -

vice intended for human use contained in

the applicable st with respect to which a .

performance standard has been estahlished
under section, 614 or which is subject to sec~

“tion 515, after “512,": and by tnserving “or

device” after “such drug” each tlme i ap-
pears; - . .
(C) In paragraph (1) (B}, by siriking out

""drug contained in such Mst" before clause

(1) ond inserting in Heu thereof “drug or
device contained in an applicable Iist''; -
(D) by amending clause (1} of paragraph

(1) (B) toread as 10110wg—

“{i} which drug is subject to sectton 503

(b} (1), or which device 1s & restricted de-
- Vice, & copy of ail labeling for such drug or )

dévite, a reprezentative sampling of adver-

lisements for such drug or device, and, upoI -
Tequest mapde by the Sceretary’ for good

cause, a copy of all advertlsements for & par-
ticular drug product or device, or';

(E}. by amending clause (i) of paragraph
(1} (B} 1o read as follows: .

“{l) which drug is not suhject to section
S03(b} (1) or which device is not a restricted

-favice, the label and package Insert for such

drug or device and a representative sampling

of any other labelup for such drug "or .

deviee;™;
(F'} in paragraph (1} (C}, by striking out

“such list” and inserting “gn applicable Hst'r

in lieu thereof;
- {G) in paragraph (1) (D}, by siriking out

““ihe lst” and Inserting in llewn ihereof “n

s, by inserting “or the particular device
conlalned in such Hst is not subject to o
performance standard established under see-
tion 514 or to sectlon 615 or )s not a re-
siricied device” aiter “512,"; and by Insert-
device” gfter “peartlcular drug
product”; and : . . .

{11) in paragraph (2}, by {nserting “or. de-
vice™ after "drug" each tinie it appears and,
In paragraph {2} (C), by inserting "each’” be-

fore “by estalblislred name"..

- (9) Buch sectlon 18 smended by adding
after subsection {})} the following new sub-
section: i

“(k) Each person who is required to regis-
ter under tiis seetlon and who proposes to
begin the Introduction or deltvery for intro-

ductien Into interstate commerce for com- .
-mercianl distribution of o device Intended for

human use shall, &t least ninety days before
making such introduction or dellvery, report
to the Secretary (1n such form ‘and manner

e the Secretary shall by regulation pre-

seribe)—

“(1}) the class o whlch the device 1s class!-

-redesignated as subparagraph (3)

pigvrsy

fied under section 513 or if such 1)_&21‘591\ deter-

. mines that the device {3 not clisstfied under”

such section, & statement of that determiia-
tlon and the basita for such person’s deter-
mination that the device Is or is 1ot s0 classia
flod, ard . ' S
“(2} actlon taken by such person to com- -

‘ply with requirements under sectlon 514 or -

515 which are applicable to the device.”,

{b) (1} Secifon 301(p) 13 amended by strlk-
Ing out “510{)},"” and fnserting in lieu thereanf -
"“310()) or B1o{k) " .

(2) Sectlon. 520{0} is amended (A) by
striking ont “is a drug.and” and (B} by
inserting before the pertod a ¢omma and the .
following: "if it was not Included In'a list
required by sectionn 510(}), If & nolice or
other information respecting 1t wus not pro-
vided ns required by such secilon or section

- 510(k), or if it does not bear such symbols

from the uniform system for identification of
devices presceribed under sectlon 510(e) as
ihe Becretary by repulation reguires™.

(3} The sccond sentence of section 801{n) -

(is amended by Inserting “or devices' after
fdrags™ each thme It oceurs.,

DEVICE ESTABLISHED AND OFFICIAL NAMES

Sec. §. (a) (1) Subparagraph (1) of section
502(e) is amended by striking out "subpara-
graph (2)" and Inseriing in lleu thereof
“subparagraph (3)", ) ’

(2) Subparagraph (2) of such segtion is
snd s
amended by strikipg out “this paragraph

(e)” and inserting in leu vhereo!f “subpari-

graph (1)". -
{3) 8uch section I8 amended by adding

‘after subparaproph (I} the following new

subparagraph: . . .
2y If I is p device anad 1t has an estab-
lished name, unless its label bears, to the
exelusion of any olher nonproprietay name,
its established name {28 detined in paragraph
{4} ) prominently printed tn type at least half

‘as large as that used.lhereon for any pro-..

prietary nane or designation for such device,
excepl that to the extent gomplianes with rhe
requirements of thls subparagroph s im-
practicable, exempiicns shall be estahlished
by regulations promulgated by the Scere-
tary.”. -

(4} Such section i3 amended by adding
after subparagraph (3} (as so rvedesipnnted)
the foilowing: . .

“(4) As used -in subparapgraph {2), the
term 'established name’ with respect to a -
device means (A} the applicable offictal name
of the device designated pursuant to sec-
tion 508, (B} 1 there 18 no such name and
such device 1s an article yecognized in an'.
officlal compendium, then the ofiicial title
thercof In sueh compendium, or (C) if
nelther elsuse (A) nor ¢lause (B} of this
subparagraph applies, then any common or ..
usual name of such device.”,

(b) Bection 508 i5 amended (1) in subsec-
tlons (a) and (e) by adding ‘“or device™
after “drug” each time it appears; (2) In
subsection (b) by adding after “all supple~

ments thereto,” the following: “an at such- . .
.tlmes as he may deem necessary shall cause

& review to bhe made of the officlal names

by which devices are identified in any ofelal -

compendlum (and all supplements there-

10)"; (8) in subsction (c) (2) by adding “or

device” after “single drug", and by adding

“tor to two or mare devices which are suhb-

stantially equivalent in design and purpose™
after "purity,”; {4} in subsection {c)(3) by
adding “or device” afier “useful drug”, and
afier “drug er drugs"” ench time it appears;
and (5) in sulisection (d) by sdding “or de-
vices” after “drupgs™.

INSPECTIONS RELATING TO DEVICES "

Sec. 6. (A) The second eentence of gube

pection {a) of sectlon 704 (21 U.S.C. 374) !
is amended by inserting *or restricted de |
vices” after “prescription drugs™ both iimes
it Appears. i
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() The third sentence of such subsection

is amended. to read s follows; “No inspee- -
tlon aithorized by the preceding sentence’

shndl extend to financlal dala, sakea daln

other than shipment data, pricing dats, por--

sonnel detn {other than data as to quall-
ficatlons of technical and professlonal pere-

. sounel performing functions subject to this
. Acl), and research data (other than data
relating to new drugs, antiblotic drugs, and ..

- devices and subject to reporting and inspec-~-

tlon under vegulations lawfully issued put-
suant to sectlon 605(1)- or {j}, section 5OT
{d) or-(g), sectlon 519, or 520{g), and data
relating o other drugs or devices which in
the case of a new drug would be subject to

" reporting or inspection under lawful reg-
" ulatlons issned pursuant to section 505¢)))."
{c} {1} Paragroph (1) of the sizth sentence

of such subsection 15 amended by fnserting
*'or devices” alter “drigs” each time is occurs.

{2y Paragraph . {2) of that sentence 1.

amended by inserting “, or prescribe or use
devices, as the case may be” alter “ad-
‘mrinister drugs"; snd by inserting “or, manu-
facture or process devices,” after Yprocesd
drugs”, ) '

(3} Paragraph (3} of thab sentence is

* amended by Inserting “, or manufacture or

process deviees,” after “process drugs™.
(d) Scction 704 i{s amended by adding at
“ihe end the following new subsection:

“{e} Every person required under seckion .

519 or 520(gy to maintain records and every
persont whoe is in charge or cuslody of such
records shall,'upon reguest of an officer or

" employec designated by the Secretary, permit
+ such officer or employee at all reasonable -

times to have aceess to, and to copy and
verlfy, sueh records.”. .

ADMINISTRATIVE RESTRAINT
Brc. 7. (a) Seetion 304 i3 amended by add-

Ing wf the end the following new subscction:

“{g)} (1) If during an inspection conducted
under seclion 704 of a facility or a vehicle,
& device which the officer or employee making
the inspection has reason to Lelieve is adul-

terated or misbranded is found in such racli- -

ity or vehicle, such officer or employec may
order the device detained (in sccordance
with regulations prescribed by the Secre-
tary) for a reasochable period which may not
exceed twenty days unless the Secretary de-

- termines that a period of detention greater

than twenty davs is required to institule nn

" action under subsection (o) or sectlon 302, in

which case lie may authorlze a detention
pericd of not to exceed thivty days. Regula-

- tlons of the Sceretary prescribed under this

paregraph shall require that before o device
may -be ordered detained under this para-
‘graph the Secretary or an officer or empioyee
desipnated by the Sccretary approve such
order. A detention eorder under this para-
graph mny require the labellng or marking
of a devlee during the period of its detentlon

*- for the purpose of identifying the device as
. - detained. Any person who would be entitled
- to'claim o device 1 it were scized under sub-

" -soction (a) may appenl to the Secretary a

detention of such device under thls para-
groph, Within five days of the date an ap-

_peal of n detention is filed with the Seere-

tary, the Secretary shall afier affording op-
portunity for an inforinal hearing by order

Jconflom, the detention or revoke it.

“{2) {(A) Except as authorized by subpara«

" graph (B), s device subject to a detentlon
" order Issued under paragraph (1) shall not .
- . be moved by wny person from the place af

wlhich it s ordered detalned untii—

*{i) released by the Secretary, or .

*{il} the expiration of the detention perled
applicable {o such order,
whilchever occurs first.

{13} A device subject Lo a delention order
under paragraph (1) may be moved—

“{1) in rccordance with regulations pre«
scribed by the SBecretary, and :
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(11} if not {n finol form for shipment, nt -
the discretion of the manufucturer of the

device for the purpose of completing the work
required o put it In such form.”,

{b) Sectlon 301 iz amended by adding after
the paragraphu added by section 3(b) (1) the
Tollowing new paragraph: A

“{s} The movement of a device In violn-
tlon of an order under section 301{g) or the
removal or alteration of any mark or label re-
qujred by the order to identify the device as
detalned.”, '

CONTIDENTIAL INFORMATION; PRESUMDTION

Stc. 8. Chapter 7 is amended by adding af

the end the following new sections:
“CONFIDENTIAL INFORMATION

“Sec. TOT. The Sceretary may provide auy
informatlon which is exempt from disclosure
pursuant to subsectlon (a) of section §52 of

- title 5, United Stetes Code, by reason of sub-
‘section (L) (4) of such section to a person

other than an officer or chiployee of the De-
partment if thie Secrctary determines such
ofher person requires the information in con-
nectton witl on actlvlty which fs undertaken
under contract with the Secretary, which re-
Iales to the adininistration of this Act, and

- with respect to which the Secretary (or an of-

ficer of the Departiment)- is not prohibited
from using such Information, The Secretary
shall require as a condltion to the provision
of information under this secilon that the
person recelving it take such security pre-

“eautions respecting the information as the

Secretary may by regulation prescribe,
"PRESUMPTION

“Src. '708. In any actlon to enforce the re-
guirements of this Act respecting a device
the conneetion with interstate commerce re-

quired. for jurisdiction in such action shall
be presumed to extst..

. €OLOR ADNDITIVES -

Sr¢. 8. (a) Sectlon 706 is amended (1) by.

inserfing “or device” after “drug” each time
it occurs, (2) by inserting “or devices™ after
“drups” each tlme 1t occurs, and (3) by add-
ing at the end of subsection {a} the follow-

-ing new sentences: “A color additive for use

in or on a device shall be subjeck to this see-
ilon only if the color additive comes in direct
cottbtuct with the body of man or ¢ther ani-
mals for a significant peried of time. The
Secretary may by regulation desighate the

uses of color additives in or.on devices which
* are subject to this section.”. :

(b) (1} Sectlon 601(a) Is emended (A} by

»inserting *“(3) If 1ts” In llew of (3} if it is a

drug and 16s; (2) by inserting “(4) 1f (A) it
hears or eontzains” In liew of “(4) 1 (A) it is

- a drug which bears or contains'; and (3) by

Ingerting “or devices” after "drugs” In sub-
clpuse (B) of clause (4).
{2) Scction 502(m} is amendedd by striking
ouf "l or on-drugs®, ’ :
ASSISTANCE FOR EMALE MANUFACTURLRS OF
DEVICES :

SeC. 10, The Socretaty of Healih, Bducatlon,
and Welfare shell establlsh within the De-
~partment of Health, Educatlion, and Welfare
an {dentifiable office to provide technlcal and
‘other nonfinancinl assistance to small manu-

- facturers of ntedlenl devlces to assist them In

complylng with the requlrements of ‘the

" -¥ood, Drug, and Cosmetle Act, s amended by
._f,hls Act,

Mr. ROGERS -(during the reading).

-Madam Chairman, I ask unanimous con-

sent that the bill be considered as read,
printed in the Recomnp, and open to
amendment at any point.

"The CHAIRMAN. Ts there objeetion to
tho
Florida? ’ :

There was no chjectlon,

request of the genfleman from

COMMITTEE AMENDMENTS

“The CHAIRMAN. The Clerk will re-
port the commitiee amendments.

The Clerk read fs follows:.

Commtttee amendments: - ’ .

Page 1, llue 6§, strike out 1975 and iuser$
*1976", . i

Page 1, line 8, Insert “*{other than in sec«

Cdlon 3(a) (1) (B))" after *“Aci™.

Page 8, line 4, Insert "(other,thnil deviceg
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classified by subsection {f))" after “such

devices™. .

Page 11, line 13, strike out "on or”,

Page 11, line 16, strike out “on or™,

Page 12, line 8, strike out “on or".

Page I4, beginning in Hne 13 strike out
“on or before such date” and Insert in llen
thereof "before such date and which is to be

-classlied pursuant to subseciton (h),” -

Pege 14, line 15, strike out "on or".

Page 16, ine 11, insert “5ig,” after “515,".
- Page 22, line 13, Ingert “this™ after pur-

suant to*;
out “(ci". )

and in line 13 on that page strike
Page 2%, Insert after the perlod in line

“16 iho following new sentence: “The au-.
thority provided by this subsectlon iz .in ad-

ditlen te the authority provided by subsec-,

tion (c) (4)", :

Page 29, line 8, insert an opening paren-
thesls before “unless”, and In line 9 insert
a closing parenthesis after “516".

Page 33, beginning in line 14 strike. out .

“on or". .
Page 37, line 18, strilte out “Section 520
(1) (3) (4) (1) " and Insert “section 520(1) (3)

(D) (i

Page 47, line 8, strike out “(A)" and -
sort “*(B})", \

Page 52, strtke out lines 10 through_ 19 -

and insert in lleu thereof the following:
“{2) In the case of substantial deceptlon

-or ai unreasonable and substantisl risk of

Allness or Injury which the Secretary deter-
mined couid be corrected or eliminated by

labeling or change In labeling and with re--

spect to whirly the Secreinry provided writ-
ten notice to the manufacturer specifylng

the deception or risk of lilness or Injury, the

Iaheling er change in labeling to correct the-

‘deception or eliminate or reduce such risk,

and the perjed within which such labellng or -

chonge in labeling wag to be dore, such

lnbeling or change in labeling was not done-

within sueh period; " '
Page 62, line 11, strike out *"who avails™

-and Ingerg tn lew thercof "for avalling™.

Page 64, line 22, insert "for such a device”
after “maintain®. .

Page 65, Hne 1, insrrt “for such a device”
after “submit™, C e

Page &6, line 19, strike out “503* and in-
sery 502,

Page 80, beginning in line 22 sirike out
“a summary of any''.. .

Page B0, lne 23, Insert “any” after *re-
specting™., - .

Page B1, line 11, strike out “a summary of
any’”, .

Page 81, line 12, sirike out “the” first time -
it appears and insert in lieu thereof “any”. -

Page 81, line 16, after “subsccetion” insert
*“{A)"; and Insert before the perlod -in line

19 the followkig: “, and (B} shall be made .

available subjest to subscellon (¢) . of this
sectlon’. ’

Page 82, Nne 18, strike out "1975” and in-
 Bert “1076™. -

Page 5, line 1, after “days"” insert “from

“the enaclinent date”,

Page 88, Hne 17, strike oubt (1) ". -

Page 82, line 16, sirlke out “52¢(g)” and
Insert 6207, ’ ) .

Fnge 893, iine 2, strike out “nny” and luserg
in Heu thereof “Any™. . .

Puge 04, strike out “inltially” In Ilnes 3,
10, and 15.

Page 04, line B, slylke out “an approval of
eh" and insert In licu thercof "in clect an
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prge strike out “an npprovel under section
. 515 of an application for premarket approv-
al” and Insert In Heu thereof "such an ap-
* piication in effeet”.
Page 7, beginning In line 12, atrlke out.
“notitcation or other”.
Puge 103, line 5, strike out “subparagraph”

. end insert in Heu thereof “paragraph™

Pape 103, Hne 18, etrike out *'or*,

‘Papge 103, insert “or” at the end of ine 20
and strike out lines 21 through 25 and Ine
sert in leun thereof the following:

“{D) new animal drog, or an animal feed
bearing or containing a new anlmal drug,

+ which s unsale within the meaning of sec-

tion 612 and with respect to-which an ap-

. plication has been approved under paragraph

{4} of this subsectlon,

. if the Sccretary determines that the expord

. ogeurs” before s and’”,

_' prohibiting -

of*
Page 104, line 1, strike out “device or drug”
and insert in leu thereof "device, drug, or

. animal feed".

Pige 107, line 12, insert "each piace It

Page 111, line 13, strike out *“'or,”
sert in lien thereot " or”,

Mr. ROGERS (during the reading)
Madam Chalrman, I ask unanimous eon-
“sent that the committee amendments be
-¢onsidered en bloc and be considered as
" read.

Madam Chairman,

and In-

the committee

amendments are technical in nafure -

except the amendment to proposed new
section 520(1) of the Federal! Food, Drug

and Cosmelic’ Act. This amendment—- .
- which was adopted by unanimous voice

vote of the commiltee—makes 1t clear

_ that the information relating to safety

and effectiveness of a device reguired
to be released under new section 520(h)

Is only to be made available subject o -

the protections in new section 520(c}
the disclosure of  irade
secret and other confidentlal informa-
tion. -
The CHAIRMAN Is there objection
" to the request of the genfleman from
Florida?

There was no o‘bjectlon_

The committee amendments were

~agreed to.

The CHAIRMAN, If there are no
Turther amendments, under the rule, the
Committce rises.

-~ Accordingly, the Committee rose; and
the Speaker pro tempore (Mr. Brabe-
mas) having assumed the chair, Ms,

“Jorpan, Chairman of the Committes of

the Whole House on the State of the

"~ Union, reported that that Committee,
-having had under consideration the.
© bill- (FLR, 11124) to amend the Federal

Food, Drug, and Cosmetlc Act to
provide for the safety and effectiveness

-of medical devices Intended for human
. ‘'use, and for other purposes, pursuant to
House Resclution 1067, she reported the

bill back to the House with sundry

“amendments adopted by the Committee

of the Whole.
The SPEAKER pro tempore. Under

- the Tule, the previous question is ordered,

Is a separnte vote demanded on any
‘amendment? If not, the Chalr wl]l put

- themen gros.

The amendments were agreed to.
The SPRAKER pro tempore. The
‘question is on the engrossment and third
reading of the bill,

“tion is on the passage of the bill.

The hill wns ordered to be engrossed -
and read a. third time, and was read
_the third time.

The SPEAKER pro tempore, The ques-

The question was taken: and the
Speaker pro tempore anndunced .that
the ayes appeared to have it.

Mr. COLLINS of Texas. Mr. Speaker,

X objcct to the vote on the ground that a

~quorum is not present and make the
roint of order that a quorum is not

Dresent.

The SPEAKER pro tempore. Evidently

a quorum Is not, present.
The Sergeant at Arms will . notify
absent Members.
The vote was taken by electronic de-
vice, and there were—yeas 362, nays 32,

not voting 38§,

as foliows:

. [Roll No. B8]

HBedell

Edwards, Callf.

TEAS—362

Ahdnor Iranjel, R. W. Hicks
“Abzug Danlels, N.J, Hightower
Adama Danlelson Hillia
Addabbo Davis Hollend
Alexander de la Garza Holtzman
Allen . Dellums Horton
Ambro " Dent " . Howe
Anderson, Derrick Hubbard

Callf. Derwinskl - Hughes
Anderson, 1l.  Dickinson Hungate
Andrews, N.C. Digps Hyde
Andraws, Dodd . Jacobs

N, Dak. Downey, NY,  Jeffords
Annunzio Downing, Va.  Jenretie |
Ashley Drinan Johnsen, Calif. .
AuCoin Duncan, Oreg. Johnson, Colo,
Budillo Duncan, Tenn. Johnson, Pa,
Bafulis du Pont Jones, Alg.
Baldus Early Jordan
Baucus Eclkhardt Kasten
Beard, R.1, Fdgar . Kastcnmeler
Beard, Tenn., Edwards, Ala. Kauzen

Keily

Hennett Eilberg ‘Kemp
Bergiand Emery Ieteium
Beviil Erlenhorm Keys
Blaggl Evans, Cclo. Kindness -
Biester Evans, Ind. Koch
Bingham. Evins, Tenn.  Krehs

‘Blanchard Fary LaFalce
Biouln © Fenwlck Lagomarsino -
Boggs Findley Latta
Boland Fish Legiett
Bonker | Fisher Lehman
Bowen . Flthian Levitas
Brademag Flood Litton
Breaux Florio Lioyd, Calif.
Breckinridge  Flowers Lloyq, Tenn,
Brinkley Flynt Long, La.

. Brodhesd Foley " Long, Md. .
Broom#field Ford, Mich, Fott
Brown, Callf, Forsythe _EBujan
Brown, Mich, Fountain. °® McClory
Brown, Chio Fraser MecCloskey
Broyhill Frenzel <« MeCollister
Buchanan Iugua McDnde
Burgener Gaydos McEwen
Burke, Calit, Glaimo McPzll
Burke, Fla. = Gibbons McHugh
Burke, Masg. Glman McKay
Burdison, Mo, Glhn McKinney
Burton,John - Goldwater Macdoneald
RBurton, Pnillip Gonsalez Madden
Butler Goodling Madigan
Carney Gradison Maguire
Carr qude Mahon
Carter Hagedorn Maun
Cederberg Haley - Martin
Chappell Hall Mathls |
Chisholm, Hamilton Matsungga
Clancy Hamnier= ‘Mazzoll
Clauwson, Del schmidt Meeds
Clay Hanley Melcher -
Cievelnnd Hunnatord Meyneor
Cochran Harkin Mezvinsky
Cohen Harrlngton Michel
Conahble Harris Mikva
Conte Huarsha Milford .
Conyers Hawking Miller, Callf.
Carman . Huoyy, Ohlo Milla
Cornell Hebert Minels
‘Cotter Huochler, W, Va. Minish
Couphlin Heckloer, Magg, Mink
D'Amours . Heinz Miichell, Md,

" Danlel, Dan Henderson Milchell, N.Y,

‘pairs: )
Mr, Barrett with Mr, Aspin,
Mr. Howard with Mr. GQuyer,
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' approved™; and beginning In line 8 on that -
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- Stark

Stéed

T-Sreelmun

Stetper, Wis.. -

. Btephens

Stokes
Stratton -
Studds
Suiltvan

. Symingion

Talcolt

. Taylor. Mo, .
~ Teague

Thompson
Thone
Thornton

- Treen

T'songns
Ullman .
Van Deerlin -
Vander Jagt
Vander Veen
Vanik
Vigorito
Walsh
Wampler
Weaver - .o
Whalen
White
Whitehurst

" Whitten -

Wiggins .
Wilsan, Bob
Wilson, C, H.
Winn

Wirth

CoWel -
_ Wright

Wydler

T Wylle .

Yates

. ¥atron

Young, Alaska

- Young, Fla.

Young, Ga. .
Young, Tex,

Zablocki ’

Zeferettl

McDonald
Miller, Ohlo
Macre
Poage
Roberts
Rousgselot
‘Bhuster
Epence
Symms
Waggonner’

Metéalfe
Nix

Nolan

‘Pettis

Rees
Shipley

. Stelger, Ariz.

Stuckey
Taylor, N.C, - °
Traxler

Udadl |
Waxman
Wilson, Tex.

Moukley .
Moflett - Richinond
. Mollohan Riegle .
Monigonmery Rinaldo S
Moorhead, - Risenhoover
Calif. Robinson
Moorhead, Pa. Rodino
Morpan Rao
Mosher Ropers -
Maoss Roncallo
Motul Rooney
Murphy, IH, Rose
Murphy, N.Y, Rosenthal -
Murthe Rostenkowski
Myers, Ind. Roush
" Myers, Pa. Roybal
Natcher - Runnels
Neut Ruppe
Nedzt Russo
. Nichols - Ryan
Mowank St Germain
Obherstar Santini
Obey Sarasin
O'Brien’ - Barhanes
O'Hara - Batterfiald
" O'Neill Scheuer
- Ottinpger Schneebell
Passman Schroeder
Patten, NI, Schulze
Patterson, Sebellusg
" Calif, Seiberling’
‘Pattison, NJY. Sharp
Pepper Shriver |
. Perkins . Bikes
Peyser Simon
Pickle Bisk
Pike © Bkubitz
Pressler Stack .
Preyer Smith, fown
Price Emith, Nebr,
Pritchard Briyder
Qule So.arz
Quillen Spellman
Rellshaek | Staggers
Randall - Stanion,
Rungel J. Willtam
Regula . Stanton,
Reuss James V.
NAYS~-—32
Archer Grassley .
Arinsirong Hansen
Ashbrook Holt
‘Bauman Hutchinson
. Builéson, Tex, Ichord
Byron Jarman
- Collins, Tex, Jones, N.C.
- Crana Jones, Okla.
Delaney Krueger
- Pevinhe Laddrum
English Lent
ROT VO'I‘ING—-—SB
Aspin Ford, Tehn.
© Barrett Frey
Bell: Green
Boiling Guyer
Brooks Hayes, Ind.
Clausen, Hefner
Don H, - Helstoskl
Collins, I, ' Hinshaw
Conlan Howard
Diugell Jones, Tenlx.
Esch Karth
* Eshleman Lundine
Fascell ' McCormack
The

Clerk announced the following

Mr. McCormack with Mrs, Pettis.
Mr. Shipley with Mr. Stuckey.
Mr, Waxinan with Mr, Metealfe.

Mr. Brooks with Mr. Fascell.

Mr. Dingell

Mr, Green with Mr. Hefner.
Mr., Charles Wllson of Texas with- Mr.

with Mr. Bell,

Don H. Clausen.’ )
Mr. Jones of Tennesses with Mr Lundine,
Mr. Xarth with Mr, Fach. .
Mrs. Collins of IlHnols with Mr, Conlan,

Mr. Hayes of Indiana with Mr., Foxd of

Tennessee,

Mr. Nix with Mr. Frey.
Mr, Nolan with Mr, Eshleman,

Mr. Troxler

with Mr. Reea.

Mr. Udnil with Mr. Stelger of Arlgona.

T Mr. Helstoski w!tn Mr, Taylor of North.
-Garolnm.
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Mr. CLEVELAND changed hls vote
{rom "nay” to “vea.” ’

Sothe bill was passed.

The result of the vofe wos announced
as above recorded.

A motion to reconsider was Inid on the -

~ table,
The SPEAKER pro tempore..
Brapemas).

(Mr,

is discharged from the further consid-
eration of the Senate bil (S. 510) to
‘protect the public health by amending
the Federal Food, Drug, and- Cosmetic

Act to assure the safety and effectiveness -

- of medical devices.
MOTION OFFERED BY AR, RGORRS

Mr. ROGERS. Mr. Speaker I offer A
metion.

The Clerk read as foltows:

Mr. RoGers moves to strike oul all alter
. the enactlng clause of the Senate bill (S,
... 610}, and to insert in lieu thercof the pro-
‘visions of HR. 11124, a3 passed, as follows:

SHORT FITLF. AND TAELE OF CONTENTS

. Secriew 1. {a) This Act may be cited as

. the “Mediga! Devlce Amendments of 19767,

(b) Whenever in this Act {or oiber than

In sectlon 3{a} (1)(B}) an amendment is

“expressed in terms of an amendiment to a

sectlon or other provision, the reference shall

* be considered to be made to & section or other

provision of the Federal Food, Drug, and Cos-
metic Act.

TADBLE OF CONTENTS

Sec. 1. Short title and table of contents.
" Bec, 2, Regulation of medlical devices.
“Sec. 518, Classlfication of devices intended
for human use.
.. *(a} Device classes, -
(b} . Classification; classification panels,
#{c) Ciassiflcation panel organizalion and
- operation,
“{d} Classificatlon.
*“{e} Classificntion changes.
“{f} Inltial eclassification of certaln’ devlces.
“*{z} Informntion. '
“{lt) Definitions.
"Sec. 514. Performance standards,
“*“{a) Provisions of standards..
"{b) Initirtion of a proeeeding for a per-
formance standard., - i
“{e) Invitation for standards. ’ N
"{d} Acceptance of cerlain ekisting stand-
ards.
“{e} Acceptance of offer to develop stondard.
“(f) .Development of standard by Secretary
- after publicalion of suchcuon {c)
notice. .
() Esmbllshment of a staudard.
“Se¢. 515. Premarket approval.

“ . %{s) General requirement.

#{b) Regulation to requh‘e premarket - ap-
. proval,
. "(c) Application for premarket approval,

“{€) Aclion on an appllcation for premmket ]

-ADPProval.

“{e} Withdrawnl of approval or appllcation
_ M{§)y Product dcwclopment protocol
" (g). Review, .
“{b) Service of orders. -
“See. 516, Bannced devices,

*{n} General rule.

*(b) Speclal effective date,
- “Sec. 517, Judiclal review.

“(a) Application of scction.

-, *(b} Addillonal date, views, and nrgumm)ts.

"{c} Standard for review.
“{d) Finalily of judgments,,
“{e) Other remedies.

“{f} Statement of reasons.
“"See, 518, Notificatlon and other remedies.
"(n) Notitieation,

““{h) Répnalr, replacement, of refund,

“{c) Relnbursement.

“{d) Efect on other linbiltty. -

Pursuant to the provisions
of House Resolution 1067, the Commif-
- iee on Interstate and Foreign Commerce -

+5e¢. 516. Records and rcpm'ts on dcvlues._
"{n) Clenernl rule. }
“{b) Persons exempt, ) .
“Sec. 620, General provisions respec ting con-
trol of devices intended for hu-
man use,
"(n) Geperal rale. ' . Do
"{b) Custom devlces, : o
“(c) Tracde secrets. . oy .
"(d} Notices and findlugs.

“Mie) Restricted devices,

“{f} Good manuflacturing pmctlce rcr;uue-
© ments.

“(g) Exemption for devices for nvesiiga-
ttonal use.

“{h) Release of snfety and effectiveness -
Tormation.

*(t) Proceedings of advisory p"mcls nnd com-
mittees.

“{)) Traceabiiity requirements.’

“(RK) Research and development,

~"{1) Transilional provisions for devices con-

sidered a3 mew drugs or antiblotie
drugs,

“See, 621. Stale rnd local requiremcnbs re-

specting dcvlces :

{a) General rule.

“{b} Exempt requirements. iy

Sec. 3. Conforming amendments. -

{n) Amendments 1o section 201, -

{b) Amendments to section 301.

(e) Amendiments to section 304,

{d} Amendments {o sectlon 501, .

{e} Amendments {o section 502.

(£} Amendments to section 801.

SSec. 4. Registration of device manuflaeturers,”

See. 5. Device established and official names.
Sce. 6, Inspecllons relating to devices.

See, 7. Adminlstrative resiraint,
Sec., B. c:onﬂdent.lal mfmmauon-
tion, . i

. Color addilives. '

presump-

See, 9

Sec 10 Assistance for small m-\nur-\cturerq -

of devices.. :
REGULATION OF MEDICAL DEVICES

Sre. 2. Chapter V is amended Ly ndding
after section 512 the following new sections:
“CLASSIFICATION. OF DEVICES INTENDED FOR

HUMAN USE
“Device Classes

"Src. 513, (») (1) -There nre established ther
following classes of. devices int.endod for
hwiman use!

“(A) Crass I, GENERAL ConOLs——

“fl) A device for which the controls au-
thorized by or under sectlon 501, 502, 510,
516, 518, 519, or 520 or any combination of -
such gections are sufliclent to provide rea-
sonable assurance of the safety and eflective-
ness of the device,
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“*{C)y Curass ITI, an—unxn‘ ApprOvaL.—A
devico which beonnse—
()} it (I) cannot be clnssified as a elass T

device becuuse insuflielent information exlsts.

to determine’ that the controls authorized
by or under scctions 501, 502, Big. 516, 518,
519, and 520 are sullicient to provide reason-
abie assurance of bhe saflety nnd effectiveness

- of ihe device and (IF) cannot Le classtiled

as a clusy ID device because insufliclent k-
formation exists for  the establlshment of o
performance standard to provide reasonable
assurance of its safety and cilectivéness, and
- (i) (IY 1s purported or represcented to be

Ior a use which is of substaniial importance

in supporting, sustalning, or preventing im-
pairment of human life or healih, or

*(II} presenis a potentinl unreasonable

risk of Hlness or injury,

s to e subject, in nccordance ‘with sec-
tien 615, to premarket approval to provide

reasonable assurance of its safety and eﬂ.'ec-. .

tiveness.

If there is not suflicient Information to £5--

tablish a performance standard for a device
to provide reasonable Assurance of Its safety
ond effectiveness, the Seeretary may conduct

ssuch actlvities as may he necessary to de-

~velop or obtnin such information.

{2y For purposes ol this sectlon and secs
tlong 514 and 516, the safety cnid effectiveness
of a device are te be determined— :

“{A)} with respect to the persons for whose

" use the clevice Is representec or intended, .

“ineluding clinleal investipations where Ap- -

(i) A device for which 1usufﬁcleut. m[ot- .

mation exists to delermine that the cortrols

‘referred. too In clause (i) are suficlent lo

provide reasonable assurance of the safety
and eflectivencss of the device or to eslablish
a performance standard to provide such ns-
surance, bub hecase 1t—-

“(I) is not pwrported or represented to hc
for #» use which Is of substantlal importance
in supporting, sustalning, or preventing im-
palrment of buman life or heallh, and -

“(¥I) daes not present a potentlal un-
reasohable risk of llluess or injury,
is to he regulatcd by-the contiols relerred
to in clause (13.

"“(B} Crass II, I’I‘RT‘ORM!\NCE BTANnnnns.
A device which cannot Be classificd as n clags

-1 device because the controla sulhorizod by

or under sectlons f01, 502, 510, 516, 618, 619,
and 520 by themselves are lnsufficlent to pro-
vide reazonable assurance of tho salely and
effecllveness of the device, for which there™
i7 sulficlent informiatlon to esiabllsh a per-
Tormance standard to provide such assur-

ance, and for which 1t ls thereloro neces-
sary to establish for the device s perform-
ancoe siandard under section 614 to provide

“({B) with respect to the conditions of use
preseribed, recomnmended, or suggested {n the

. labeling of the device, and ~
“{C) welghing any probable benefit to.

henlth from the yse of the dovice agninst any

‘probable risk of injury or illness from such

use.

“{3){A) Exccptl as authorlzed by subpare-,
the effectlveness of u device ir.-
for purposes of this section and sectlons 5id |
;and 515, to be determined, In accordance with

graph (%),

regulatlons promulgated by the Secretary, on
the basls of weli-controlled investigntions,

propriate, by experts quallfied by tralning

and experience te evaluate the effectiveness

of the device. from which tnvestigations Lt
can falrly and responsiibly be concinded by
qualilled experts that the device wilt have the
effect it purports or is represented to have
under the conditions of use prescribed, roc-
ommended, or suggested in the labenug of
the device,

*(B) If the Secretary dctermines that
there exists valld scientific evidence {other

c than evidence derived from investigations
described in subpavagraph (A))—

(1) which is sullicient to determine the
cllecllveness of s device, and

“(11) Irom which it can Ialrly snd respon-'

sibly be concluded by qualified experts that
the deviee will have the effeet it purports or
iz represented to have under the condifiohs
of use prescribed, recommended, or suggcstéd
in the laheiing of the device,

then, for purposes of ihis sectlon anci REC=
tlons 514 and 515, the Sccretary may author-
1ze the effectiveness of the device to be det.cr—
mined on the basis of such evidonce.

“Clagsification; Classificalion Panels

“{b}{1) For purposes of—
“{A) determining which devlees lntcndcd

Jfor hunman use shouid be subject {o Lhe re-

quirements of genernt conbrols, performggnco
standards, or premarket approval, and °

“{B) providing notice to the manufac-
turers and lmporlers of sueh devices to en-
able them to prepare for the applieation of
such requlrements to devices m'l.numct,urcd
or imported by theny,

the Secretary shall classify all such devices
(other than devices classifled Ly subsec-
tion (f)) into the cinsses -estaliished by

March'9, 1976 |

- reasonable assurnnce o: ity safety and effec-
S tiveness,
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subsection (a}. For the purpose of securlng
" recommendations -with respect to the clas-
stfiention of devices, the Secretary shall

estubllish panels of experts or use panels of -

experta established before the «date of- the
“enactment ol this sectinn,; or both. Scctlon 14
“-of the Federnl Advisery Commitice Act shall

-not apply to the duration of & panei cslab-_

_Jished under this puragraph,
"2} The Sccrelary shall nppolnt to -ench
T-panel established under parngeaph (1) per-

‘sons who are qualified by tratning and ox-

perience to evaluate the safely nnd effective-
ness of the devices to be referred to the panel
and who, to the elxent feasthle, possesy shill
in the use of, or experience in the develop-
ment, mapulncture, or utilfzation of, such
devices, The Secrcetary shall make appoinhi-
©ments to each panel so that esch panel shall

-conslst of members with adequately diversi--

fied expertlse Iln such fields as clinical and
administralive medicine, engineertng, blo-
logicrl and physicai sciences, and other re-
lated professions. In additicn, each . panel
shall Include as nonvoling members a rep-
. resentative of conswmer luterest,s and a rep-

resentative of Interests of the device manu-
and

. facturing Industry. Sclencifie, trade,
consumer organizations shail be afforded an
opportunity to nominate individuals for ap-

pointment to the panels, No individual who

~is In the regular fall-time employ of the
. United States and engaged In the ndminis-
tration of this Act may he & member of any
panel, The Secrelary shall designate one of
the members of each panel to serve as chalr-
matl -thereof. ’
*{3) Panel members {other than officers or
employees of the Unlled States), while at-

.tending meetings or conferences of o panel ..

or otherwise engapged In its business, shall
be entitled to receive compensition at rates
10 be fixed by the Secretary, but not at rrtes
oxceeding the dally equivelent of the rate
. ' In effect for grede G8-18 of the General
Schedule, for each day so enpaged, includ-
Ing traveltime; and while so serving away
~ from thelr homes or regiilar places of busi-
‘ness each member may be allowed travel ex-
_ penses (including - per diem in. len of ‘sub-
.slstence) as authorized hy section 5703(b)
of title & United States Code, for persons
1in the Government service employed inter
_mittently.
“{4) ‘The Sccretary shall furnish each
panel with adeguate clerlcal and other neces-
sury assistance,

“Classtiication Panel Qryganieation and
Operation

{c} {1} The Secretary shall organize the
panels according to the various fields of
clinleal medicine and fundamental sciences
in which devices Intended foir human use
are used, The Secretary shall refer & device
to be clnssified under this section to au ap-
proprinte panel established or authorlzed to
“he used under subsection (L) for its review
-and for its recommendation respecting the

classification of the device and, to the extent-

practicable, respeciing the assignment of s
priority for the application of the require-
~ments of section 81t or 515 to the device 1f
_the panel recommends that the device is
classified in class II or class III, The Secre-
*tary shall by regulation prescribe the pro-
cedure to be followed by the panels iin mak-
ing thelr reviews and recomniendattons. In
~making thelr reviews of devices, the panels,
io the maximum extent practicable, shall
. provide an opportuniy for Interested persons
. to submit data and views on-the classification
. of the devices,
- "™(2)} (A) Upon completion of a punel's re-
. view of a device referred to it wader para-
graph (1), the panel sholl, subject to sulb-
peragraphs (B} and (C), submit to the See-
‘retary Its recommendstion for the clussificn-
“tlon of the dovice. Any such recommendation
‘.slmﬂ (1) contnln (I} o summary of the reas

“subject to paragraph

ninry of the data npon which the recommen-
dation ts based, and (1I1) wn ldentifleatton
of the risks fo health (if any) presented by
the device
“mendation fs ‘made, and ()
practleable, Include & recommendation for
the nsslpnment of a priorily for the appli-
cation of the regquirements of section 514 or
515 to-a device recommended to be classified
in elass IT or cknss DI,

“(B) A recommendstion.of a ;Janel for the

.Classification of a device In class I shall in-

clude o recommendation as {o whether the
deviece should be exemptled from the requlre=
ments of sectlon 510, 519, or 520(1),

“{C) In the ease of a device which' has
beenu referred under paragraph (1) toa panel,
and which—

{1} 1s intended to be implanted in the
human body, and
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sons for the recommendation, (II) a4 sum=~ .

with respect-to which. the recom- -
Lo’ the exient .

“(1) (I) has been Introduced or delivered’

for infreduetlon into inierstate conmunerce
for comnmercinl distribution before the date

~of enactment of this section, or

T (II) 1s within s type of device which was

so.introduced or delivered hefere such dhite
and is substantially equivulent to nnother
“device within that type,

such panel shall reconunend to the Secre-

tary that the device De classified in class IT1
unless the panel defermines that elassifica-
tion of the devilce In sugh class Is not heces-
sary to provide reasonable assurance of its
safety and eflectiveness, If a panel does nob

‘recommend that such a device be classified In

class ITI, it shall.in its recommendation :to
the Secretary for the classification of the de-
vice set forth fthe reasons for not recoimn-
mending classification of the device in such
class, .

"*(3) The panels shall submit to the Sec-
retary within one year of the date funds
are first appropriated for the implementa-
tlon of this sectlon their reconumendations
respecting all devices of a type introduced

or delivered for Introductlon into interstate:

conunerce for comumercial distribution be-
fore the date of the enactrent of this section.

“Classlfication’

“{d) (1) Upon receipt of A recominendation
from o panel respecting s device, tlie Secre-

ctary shall publish In the Federal Register

the panel's recommendation and a proposed .

regulation classifying such device and shall
provide interested persons an opportunity
to submlt comments on such reéecormmenda-
tion and the proposed reguiation, After re-
viewing such cominents, the Secretary shall,
) (2}, by regulation
classify such device.

“{2) {A) A regulation under paragraph (1)
classifying a device in elass I shall prescribe
which, if any, of the requiremeltts of section
510, 518, or 5&0(:) bha]l net (‘spply io the
device.

By A device described In subsection (c)
(2) {C) shall be classifled in closs I1I unless
the Sceretary detenmines that clugsification
of the device. in such class Is not necessary
to provide reasonable assurance of lus safety
aud effectiveness, ' A proposed regulation
under paragraph (1) elassifying such n de-
wvice in o class other than class TIT shall be
necompanied by a statement of the reasons
ot the Secrelary for not classifying such
device In such class. .

"“{8) In the case of devlces classified under
this suhsection in class II and devicey classl-
fled under this subsection in clasy III and

© deserlbed in'section 515(b) (1), the Secretary
‘may establish priorities which, In his_ dis--
cretion, shall be used in applying sections

6514 and 515, as appropriate, to such deviges.
“Classification Changey

“{e} Based on new Information réspectlng

f device, the Secrétary. may, upon his own

initiative or upon petition of an Interested

person, by regulatlion (1) change such de-

. petition,
tioner of any deficlencies In ihe petitlon

o ]7""

vipe's classificntion, and (2) revolke, hecause
of ithe change in classificutlon, any reguia-

tton or regulrement M effect under secijon -

514 or 6156 wilth respect to such device, In

the promulgation of such & regulation: res -
specting a device’s classlfiention, the Sccre-

tary may sceure from the panel to whieh the
dovice was lust referred pursuant Lo svibsec-
tlon {c} o recommendation respecting the
proposed change In {he device's elassification
and shall pubkish in the Federal Regisier any
recommendniion submitied Lo the Secretary

_ by the pancl respeeting such chalige. A reg-

ulntion under this subsection changing the
classificntion of o device from clags III to

clnss T may provide that such classification

shall not take effect unddl the enective date
of -n  performance siandard established
under section 514 for such device.

“Initial Classlfieatton of Cerfain .Devices
“(fy (1) Any device intended for human

use which was not intreduced or ddelivered.
-for introduction inte interstate comnlerce

for commerctal distribution before the date

of the enagtment of this seciion is (,I'quu]ed_

in closs I unless—

“{A) the device—

“{1} 1s within s tvpe of device (I} which
was introduced or deltvered for introduction
into interstate ¢ominerce for commerclal
distribution before such date and which is
fo be classified pursuant to subsection (b},
or (II} which was not so introduced or

delivered before such date and h'xs been’

classified In class I or IT, and

*{11) 1s substantially equivalent to another
device within such type, or

“{B) in the case of a-device other than a
tlevice which 1s intended to be implanted In
the human- body, the Sccretary i response
to & petition submitted under parngraph (2)
has classifled such device tn class I or 11,

" A device (other than B device which §5 In. .
tended to be implanted in the human bedy) .

classified in class III under this paragraph
shall be classified in that class until the ef-
fective date of -an order of .the Secretary
under paragraph (2} classifying the device in

class I or II, The Secretary may not promul- -

gate a regulation munder subsection (e)

" changing the ¢lassification of a device which

is Intended to be implanted in the human
body and which §s classified in ¢lass IIT under
this paragraoph before there i3 In effect lor
such device-an approval under sectiion 515
of an application for premarket approval.
“{2) The manufacturer or tmporter-of a

.device classified under parsgraph (1) fother

than a device which Is intended to.be Im-
planted in the human body} may petition
the Secretary {in such form and manner as

‘e shall prescribe) for the issuance ol an

ovder classifying the device in class I or class
1. Within thirty days of the filing of such a
the Secerelary shall notify the petia

wihich prevent the Secretary front making a
declsion on the petition. Within one hun-
dred and elghty days after the filing of =&
petition under this paragraph and efter

- atferding the petitloner an opportunity for

en informal hearing, the Secretary shail,
arter consultation with the rppropriate penel
established or authorized to be used under

‘subsection (b), by order either deny the peti-
- tion or order the classification, in accordance
with the crileria prescribed by subsection .

(a) (1} (A) or (a)(i) (B}, of the device in
class I or class 11
“Inforination .

“(g) Within slxly days of the receipt of a
written reguest of any person for hiforma-
tion respecting the ¢lass in which a device
has been classified or the requirements ap-
plicable to a device under this Act, the
Secretnry shall provide such person a writien
statement of the classitication {if any) of

.such device pnd the requirements of this

Agt applicable to the device.
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"Dcﬁnltlons

"(h) Por purpcmes of thls section and see-
tions 6O, IO, 514, 515, 616, 619, and 520

(1) » reference to ‘general cont.ro[s’ ls a
reference to the conirols suthorized LY or
under sections 50t, 502, 510, 516, 518, 619, and
520,

“{2) a rcfercncc to ‘class I, ‘class M,
‘class IEI° is a reference to a class of medlcul
devices deseribed in guhperagranh (A} (B),
or {C) of subseclion (a} (1}, and

“(3) a reference to o "punegl under sectlon
513" 1s a relcrence Lo n punel estabtishied or
nuthorized to be wused under thls sestlon,

“PERFORMANCE STANDARDS
“Provisions of Shandards

"SEe. 514, (a)(1} The Seerctary may by
regulation, promulgated in accordance with

this sectlon, estiblish a performance sinnd--

, ard for a cinss II device, A class 1T device
may also be considered a class 11 device for

- purposes ol establishing a rtandard for the
device. under thls section {f the device has
‘been reclassified as & class IX device tnder a
regulation under section 513(e) bui such
regulation provides that the reclassiflcation
Is not to take effect until the effectlve date
of such o standard for the device,

"{2) A performance standard established
under this section for a device— .

. “(A) shall include provisions to provide
reasonable assurance of 11s safe and effective
performance;

“{B) shall, where neecessary Lo provide rea-
sonable pssurnance of it sale and effective
performanre Include—

- (1) provisions respecting the construction,
components, ingredients, and properiies of
the device and its compatibility with power
systems nnd connectlons to such sysiems,

(it provisions for the testing {on a snm-
ple basls or, if necessary, on an individuat
basts) of the device or, If it Is determined
that ho ofther more practicalile means are
aval.mble to the Secretary to assure-the pon-
Tormity of the deviece to the standard, provi-
slons for the testing {on a sample hasis or, it

necessary. cil an individual basis) by the -

&ecretzu‘v or by ancther persen at the d1rec-
tlon of the Secretary,
“{iil) provisions for the measurcment of
" the performance charncteristics of the dovice,
“{iv) provisions requiring that before the
- device 18 Intreduced or delivered for iniro-
ductlon Into interstate commerce for com-
 merelal distribution the results of each or of
certaln of the tests of the device required to
be made under clause (i) show that the de-
vice 18 in-conformity with the portions of the
- standard for which ths test or tests were
required, and
"“{v) & provision-requiring that the sale
and distribution of the: device be restricted
" but. anly to the. extent. that tite sale and
distribution. of a. device. may. be reslricted
under g regulittion under section 520(e); and

“{C) shall, where apprapriate, requird the
use and prescribe the form. and content of
labeling for the proper installation, malnte-

" hanee, operation, and use of the device.

“{3) A -performance standard established

under this section moay nol Include any pro-
©ovislon - not requlred or sulhorized by para-
* graph (2). of thls subsectlon. :

“{4y Thia Socrelary shall provide rfor
Jperlodic evaluation of perforinance standards
-established under this section to determine
4f such standards should be changed to veflect
new medieal, bclentmc or olher technotogicnl

. data,

{6} In carrying oub his dulies under this
seetion, the Sceretary shotl, to the maximum
extent practicable—
©"{AY) use personmnel, facililies, and other
“teehnieal support a\"\llaialc in other Federal
Cagencles;

(B} consult with other l“cdora’l wmeticles

eoncerued with standard-setling and other
nalionally or interintionaily  recognilued
* slandard-seliing entlties, and .

o
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“{cy  Invito
shops, of other means, by Informed persons
representalive.of scltentlfic, professional, in-
dustry, or consumer organtzattons who in Lils
Judgment eah make a significane cautlil)u-
tlon.

“Initintion of o Proceeding for a Per!‘ormnm:o

Standard

(M (1) A procceding for the development:

of a performance standard for a device shall
be lnltlated by the Secretary by the publica-
tlon In the Federal Reglster of notice of the
opporfunity to submlt to the Secretary a re-

guest (withiin fiftecn dayvs of the date of the .

publication of the lmt.ico) for a change in
the classification of the device hased on new
information relevant to its ¢lassification,

'"{2) If, allter publicatlon of a notice pur‘- .

sunnt to paragraph {1) the Sceretary rectives

a request for a chaitge in the device's elassi- -
-fication, he shiall,
-publicatlont of such nobice and aftee con-

within sixiv: dars of the

sultatlon with the appropriste panel under
saction 513, by order published in the Federal

- Reglster, either deny the request for change
4n classification or glve notlce of his intent

to Initiate such a change under section ..)13
{e}.
“Invitation for Standards

CM{ey {1} If, after the publicatlon of a notice

under subscetion (by, no netion is vequirved -

under paragraph (2 of such subzection or
the Seeretary denics a request to change the
classification of the device with respect to
which such notice was published, the Srcere-
tary =hall publish in the_ Federal Repister a
notice Inviting any persen, including sny
Federal agency, to—.

“(A) submlit to the Secretary, within sixty
dnys. alter
notice;
performance stondard for such device, ot

*{B} offer, within sixty days after the date
of publication of the notice, tO develop such
a proposed standard,

"“(2) . A notlce published pursuant fo para- |

graph (1) for an offer for the development
of a proposetl performance standard for a
device— . .

-(A) shall specily a perfod within which
the standard is {o he developed, which perlod
nmay be extended by the Scerebary for good
ecause shown; and

"“{B} shall Include— .

(i) a description or other designation of
the device,..

“{11) o statement of the mature of the
risk or risks nssoclated with the use of the
device and intended to be controlied by A
perfermance. standard,

“(#it) a summary of the data on which the
Seeretary has found a need for initlatlon
of ihe procecding -to develop a perfoz mance
standard, and -

"(iv)
formance standord known to the Secrctuay
whicli may be relevant to the proceeding.

“{3) . The Sccrefary shall by regulation re-

guire that nn offeror of an offer to develop a .
proposed performance standard submit to

the Scerctary such information concerning
the offeror as ihe Sceretury determines is
relevant with respect to the offeror's qualis
fications Lo develop a proposed performnnee
standard for a device, including informatlon
respecting * the ofleror's finansdal -stabllity,
expertise, and experlence, and any potentint
confliets of inlerest, huicluding financial in-
terest fn the device Tor which tlhe proposed
standmrd is to be developed, which may he

relevant with respect to the offeror's guall-,
- ficntions. Such Information sunitted by an

offeror may not be marde publlc by the
Scerelary wtiless required by sectlen 552 of
title 8. Unilted Stales Code. :

"(4) If the Sccretary determines that n

performance standard cnn be developed by

any -Federal agency {(ineludding an npency
within the Denartment of [fealth, Fdueatlon,

“{A) ir such deternminailon 18 rupde wil h

approprinto pnrtlclp[\tlon h
through Joint or olher conferences, work-

the date of publication of the -
.an existing standard a5 & proposed

identification of any. existing per-

~contribullon.
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rosnect to an ng,cncy within such Dcpart—-
‘ment, develop such & alandard in lleu of

necepting any offer to develop such a stand-
ard pursuant o a notlce published pursuant
to this subsection, or

“(B) if such determination is made wilh

‘respect Lo any other agency, aulhorkze such .

agency. to develop such n standard in lieu
of aceepting any such ofler.
In mnking such a determinalion rmpcctlnv
a Federal agency, the Scorelary shall take
inlo account the personnel and expertiso
within such agency. The regulrements de-
seribed In subparagraphs (8) and (¢) of
subseciion (e) (4) shall apply to develop-
ment of a standard under this paragraph.
"Acceptarice of Certain Txlsting Standards
“(ad) (1)-7f the Secretary— i
“fA) determines thint o performatce stand-
ard has been issued or. adopted or 1s being
developed by any Federal ageney or by any
other quallfied entity or recelves a pertorm-
ance standard submitied pursuant to . a
notice published to subsectlon (c), and
“(B) determines that such performance
standard Is based upon sclentific data and

“information and has been snbjcctcd to sclen-

tifle conslderalion.

he may, o Heu of accepling any offer fo
develop such a standard pursuant Lo a nolics
published pursuant to subsection (¢}, necept
such standard as n proposed performance
standard for such device or as a basis upon-
which propesed performinuce si.'mdurd may -
be developed. '

“(2) If a standard Is submitted to the
Secretory pursuant to a notlee pubilshed
pursuant to subsection (¢) and the Secretary. -
does not accept such standard, he snall pui--
1ish In the Federal Reglster notice of thnt
fack together with the reasons therefor.

- "Acceptance of OTer To Develop Standard

“{e) (1) Exerpl as provided by subseetions.
{c) (1) and {d), the Secretary shall accept
one, ahd may accept more than one, ofer to
develop a proposed performance standard for
& device pursunnt Lo a notice published pur-
suang to subscctiomn -(c¢) If he determines
that (A) the offeror s quallified to develop
such a standard and s technically competent
to undertake and complete the development
of an approprinte performance standard
within the perfod specified in the notice, and
(B) the offeror will comply with procedures
preseribed by reguintions of the Secretary

cunder paragraph {(4) of this subsectlon. In’
. determining the guniifications of an offeror

to develop -a standard, the Secreiary shall

. take Into account the offeror's finauctal sta- -

bitity. expertise, experience, and any poten-
tink conflicis of tnterest, lncluding financial

- interest in the device for which such s{and-

ard is to be developed, which may be relevant
with redpect Lo the offerors gualifications,

*(2) . The Seeretary shell publish In the
Federal Register the name: and address of -
each person whose offer is accepled under
paragrapht (1) and ’ summary of the terms
of such offer nsmnceepled.

(1) If such an offer I8 necepted, the Sec-
retary may, upon applticatlon which may be
mude prior to lhe acceptance of the offer,
agree to contribute to the offeror's cost In
developing a proposed standard H the Seere«
tary delermines that such contribution is

Hkely to resutl in a more satisfactory stand- -

ard than woulc be déveloped withouf sucl |
The Secrctary shnldl by regu-
lation preseribe the liems of cost in which ho
will purticipate, exeept that such liems niny
not Enelude the cost of construction {except
minor remodeling} or the aequisition of tand .
or bulldings. Payments {0 an offeror under
this paregraph moay be made withouwl regard
to scollon 3648 of the Revised Smtutcs (3t
U.5.¢ 629, :

“¢4) The Sceretary shall prescribe regum‘- .
tions governing the develonment of pro-
posed standards by persons whose offers are
accepted uuder paragraph {1), Such regula-




“rials 05 the Secretary may reasonably

~the neced for such performance standards,
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nectlon with such development,

tiona shall, notwithstanding subsection (b)
(A} of section 553 of title 5, United States
Code, be promulgated in accordance with the
reguirenents of ihat section for notlce and

- opportunity for partlclpauon and shall— -
’ “{A) requlre that performance standards. -
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. request, to be without pood cause or the re-
quest s made after the expiretion of the

Secretary under -mbsectlo:i (d}), or (IV) de--
veloped by him undér subsection (£}, or

(1} issue a hotlee in the Federal He;_.,!ﬂter

that the proceeding Js terminated together

o ‘with the reasons for such termlhation,

proposed for promulpgation be supported by’

such test date or other documents or mate-
require
to he chtained;

(B} requlre that notice be given to inter-

. ested persons of the opportunity to partici-

pate in the development of such performance
stendards and require the provision o! such
opportunity; -

“(B})} If the Secretary Issuwes under sub-
paragraph (A} (H) a notice of termination of
» procecding to establish a performance
standard for & device, he shall {unless such
notice Is Issued beentise the device 15 n banned
device under seetion 516) initiate n proceed-
tng under section 513 (e) to reclussify the de-
vice subject. to the proceedlng terminated by

" »iteh notice,

“{C) require the maintenance of records -

to disclose (1) the course of the development
of performance standards proposed . for
promulgation, (1} the comments and other
information submitted by any person in con-
including
coraments and information witly respect to

and (111} such other matters as may beo rele-
vant to tho evajuation of such performance

- standards;

“(D) provide that ihe Secret:\ry and the
compiroller General of the United States, or
any of thelr duly authorized representatives,
shill have aecess 1oF the purpose of audit and
examinntion to any books, documents, pa-
pers, and other records, relevant to-the ex-
penditure of any funds contributed by the
Seceretary under paragraph (3); and

"“(E) require the submission of such peri-’

odic reports as the Secretary may require

- 1o dlsclose ihe course of the development of

performance standards proposcd for promul-

' - gation.

*“(6) If an offer s made pursuant to a no-

‘tice pubished pursuant to subsection (¢}
.and ithe Seccretary does mnot accept such

ofter, he shall publish in the Federal Reglisier

notlce of that determination together with

the reassons therefor, H

“Bevelopment of Standard by Secretary After
Publication of Subsection {c) Notice

--#(f) If the Secretery has published a no-

tice pursuant to subsection (c) and—
“{1) no person makes &n offer or submits

‘a standard pursuant to the notlce;

*{2) the Secretary hes not asccepted an
existing performance standard under subsec-
tton {d} or pccepted an offer o develop a

proposed performance standard pursusnt to’

the notice; or
“(3) the Secretary has accepted an offer

‘'or offers to develop & proposed performance

standard, but determines théereafier that—
*{A) the offeror under eacly such offer is

unwilling or unable to contlnue the develop--

ment of the performance standard which

" was the subject of the offer or offers, or

“{B) the performance standard which has
been developed I8 not satisfactory,

and publshes notice of fhat determination .
. in the Federal Register wgether with his.
- xensons therefor;

" then the Secretary inay pruceed to develop a

proposed performance standard. The author-

‘ty by this subsection 15 In addition to the
- authority provided by subsection (c¢) (4}, The
- requirements described fn subparagraphs (B)
-and {(C) of subsection (e) (4) shall apply to
“the development of a standard by the Seere-

iury under this subsection,
“Establishment of a Standard
“*{g) (1) (A) After publication pursuant to

. mubseciton (¢} of a notice respecting a per-

Tormarice standard for a device, the bec‘retn'y

--shall efther— .
" *{i} publsh, in the Federal Reg!st:-r ina

notice of proposed rulemnking, n nroposed
performance standurd for the device (I} de-

“(2) A notice of proposed rulemnking for
the establizhment of a performance standard
Tor o device publlshed under paragraph (1)

(A} (1} shall sct forth p:opu‘st.d findings with -
respect to the degree of the risk of Hlness or -

injury desigred to be eliminated. or reduced
by the proposed standard and the benu.ﬁt jXe]
thie public from the device. - -

©OM{3).(A) After the expiration of the period

“for comment on a notice of proposed rule-

making published- under paragraph (1) re-
speciing & performance standard and afier
consideration of such comments and any re-

‘port from an advisory comimitfee under pare-

greph {5), the Secretary shall (I) promul-
gate & regulation establishing a performance
standard and publish In thie Federal Reglster
findings on the matters referred to In pora-
graph (2), or (i) publish a notice terminat.
ing the proceeding for the development of

the standard together wlth the reasons for

such. termination. If a notice of termination
i published, the Secretary shall {(unless such
nollce Is issued because the device Is a

banned device under sectlon 516) initlate a-

- proceeding under sectlon 513({e) to reclassity

the device subject to the proceeding termi-
nated by suclkr notice.

“{B) A regulatlon establishing a perform-
ance standard shall set forth the date or
dates upon wiatch the standard shall take

“effect, but no such regulation may take

effect before one year after the defs of its

* publicition unless (1) the Secretary de-

termines that an earlier effective date is.
. necessary for the protectlon of the public

health and safety, or (i) such standard has

" been established for a device which, efective

upon the effective datle of the standard, has
been rTeclussiied from class IFT to class IT,
-Buch date or dates shall be established zo
a3 to mintmirze, consistent with the public
heglih andg safely, economlc loss to, and dis-
ruption or dlslecatlon of, domestic and In-
ternational trade. |

{4} (A) The  Secretary,

upon his own

Cinitiatlve or upon petitlon of an interested

persoi, may by regulation, promulgated in
-accordance with the requirements of para-
graphs (2} and (8} (B) of this subsectlon,
amentd of revoke a performance standard.
“{B} The Secretary may declare a proposed
amendment of a performance standard $o he
effective on end after its publication in the

Federal Reglsier and untll the effective date
o .of ‘any final action taken on such amend-

ment 1f he’ determines, after affording al

- Interested persons an opportunity for an

veloped by an offeror under such notiée and -
aecepied by the Secretary, (II) deveclped un-

" der subsection (¢) (4}, (TII) accepted by the

Informal hearing, that making iL so effeciive
18 In the public interest. A proposed amend-
ment of a performence standard made so ef-

Tective under the preceding sentence may not

prohibit, during the pericd in which 1t is
s0 effectlve, the Introduction or dellvery for
Intreduction Into interstate commerce of a
device which conforms to such standard
without the change or changes provided by

- guch proposed amendment.

“(5}{A) The Secretary—

“(1} may on his own Initlative refer s
proposed regulatlon for the establishment,
amendment, or revocation of a pcrrormunce
standard, or -

(11} shall, upon the request of an Inter-

ested person unless the Secretary finds the

© clerleal and other
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period for submisston of comments o1 sich

proposed | regulation - r(.fer sueh propoaed_

regulation,

to an adv!::ory committee of experts, ebtu.h- )

lished pursuant to subparsgraph (B), for a

‘report end reecommendation with respect 1o
any maotter involved in the proposed regula-

tion which requlres the exerclse of sclentific
Judgment. If a proposed regulation is referred

under this subparagraph to an advisory coml--

mittee, the Sccretary shall provide the ad-

- visory comipnilttee with the data and infor-

mation o which such proposed regulation s

based. The advisory committee shall, within |

slxty days-of the referral of a proposed regu-
lation and afier Independent study of ihe
daia and information farnished to 1t by the
Seeretary and other data and Information

before it, submit to the Secretary a report -

and reca::imendntion respecting such regu-

" lntion, together with ell uuderlying datn and

infermation and o statement of thie reasons

or basts for the recommendation. A copy of -
. such report and reconmendation shall” be

made public ny the Secretary.
“{B} The Secretary shall establish adv lsory

committees (which may not.be panels under .
section 513} to recelve referrals under sub- 7

paragraph (A). The Secrstary shall appoint
as members of any such advisory committee
persons- qualified in the subject 1atter tu
be referred to the committee and of appro-
priniely diversified professional background,
except that the S8eeretary may not appoint to
duch a commitlee any individual who is n

- the reguiar full-time employ of the United

States and engaged in the administration of
this Act. Each such committee shall include
as nonvoting members a répresentative of
consumer Interesis and a representative of
interests of the device manufacturing indus-
try. Members of an advisory conmunitice who
are not officers or employees of the United
States, while altending conferences or meet-
ings of thelr committee oy gtherwise serving
at the request of the Secretary, shall bé en-
titled to recelve compéensation at rates to be

fixed by the Secretary, whilch rates may not.
exceed the dally egulvalent of the rale in -

effect for grade G3-18 of the Generai Sched-

.mle, for each day (Including traveltime) they
are 50 epgaged; and while so serving away |

frem thelr homes cor regular places of busi-

ness each member may be.allowed travel ex- |

penses, inclhuding per dlem in leu of sub-
gistence, as authorized by section 5703 of
title § of the United States Code for persons
In the Qovernment service employed Inter-
niittently., The Becretary shall desighate cohe
of the members of each advisory comimittee
to serve as chalrman thereof. The Secretary
shail furnish each advisory commiitee with
asslstance, ang shail by
regulation prescribe the procedures to be fol-
lowed by each such committee in acting on
referrals mude under subparagraph (A).
“PREMARKET APPROVAL
“General Reguirement
“SLc 615. (a) A class IIT device— -
*“{1) which 1s subject to a regulation
promulgated under subsection (b); or

“(2) which s a ¢lass XIT device because of

section 513¢1),

13 required to have, unless exempt under .

gectlon 520(g}, an approval under this sec-
tlon of an applieation for premarket ape-

. provsl.
““Regulation To Require Premarket Appravel
“(b)(1) In the case of a closg III device -

which— . .

“{A)} was Introduced or delivered for in-
troductlon into interstate commerce for com-~
mercial distribution before the dote of en-
aclment of thig section; or

“{B)} 1a (1) of a type so Introduced or
dellvered, and (i} is substantially equivalent

. to another device within that type,
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the Seerebtary shall by regulitinn, promul-
gated In nccordance with thls subsectlon, re-
qulire that such device have an approval un-

der tils sectlon of an application Ior pre= -

market approval

(2} (A) A procecding for the promulpgn-
tion of o yegulatlon under paragraph (1)
respecting n deviee shall be Initinted by the
publication in the Federal Reglster of a no-
tice of proposed rulemaklng. Such notice
shall contain—

“{1) the proposed regulation;

*{1{) proposed findings with respect to the
degree of risk of 1liness or injury deslgned to

e be climinated or reduced by requiring the

device to have an approved application for
b premmket approval and the benefit to the
public from use of the devlce;
“(il1) opportunity for the submisslon of
comments on the proposed regnlation and the
‘proposed findings; and R
“(iv) opportunlty to reguest a change in
" the classification of the device based on new

Informaijon relevant to the classification of

the device, -

*{BY I, after publlcatiou of n notice under
gubparagraph (A), the Secretaty recelves na
request for a change in the classification of
# devige, he shall, after consuliation with
the approprinte panel under sectlon b13, by
order published In the Federal Register either
deny the request for change in classifleation
or glve nolice of his Intent to initlate such
& change under section 513(e).

“(3) After the expiration of the pericd for
comment on a proposed regulation and pro-
posed findings published under paragraph (2)
and after conslderation of comments sub-
mitted on such proposed regulation and find-
ings, the Sceretary sl:all {A) promulgate such
regulation and publish in the Federal Regis-
ter findings on- the matters referred to In
paragraplh (2) (A) (1i), or (B)-publish & notice
terminating the preceeding for the premul-
matlion of the regulation together with the
reasons for such termination. If a notice of
terminafion 1s published, the Secrefary shall
{unless such notice is ssued because the de-
vice is a banned device under section 516)
Anitiate a precesding under section 513(¢) to
reectassify tho device subject to the'proceed-
Ing terminated by such notice.

“{4) The Secretary, upen his own lnltial,ive
or upon petition of an interested person, may
by regulation amend or revoke any regulation
promulgated under this subscction, A regula-
tlon {0 amend or reveoke & regulation nnder
this subsection shall be promuigated in ac-
cordance with the requirements preseribed by
this subsection for the promulgation of the
regulation to be amended or revoked.

*“Appleation for Premarket Approval

() {1) Any person may flle with the See-
rebary an application for premarket approval

for a class I1I device, Such an application for

& device shall contain-——

. "™(A)} full reports of all infermation, pub-
lished or known to or which should reasoi-
ahly be known to the applicant, concerning
jnvestigationa which have been made to show
whether or not such devlce Is safe and effec-
tive;

“{B)y & full siatement of the components,
ingredlents, and propertles and of the prin-

) ~ elple or principles of operation, of such

devlce;

“{G) a full descriptlon of i.hc methods tised
In, and the facillties and controls used for,
the manufacture, processing, and, when rele-
Jennt,
device; -

(D) an identifylng reforence to any per-

* formance standard under sectlon 514 which -

would be applleable to any nspect of such
device tf it were o class.II device, and ecither
adecunte informatlon to show that such ns-
pect of such deviee fully meets such perferme-
-ance standard or adequate informintlon tfo
Justify auy deviation from such standard;

- _l.n e used for

packing and Installetion of, such

AL
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*“(EY such snmples of such device and of

- gomponents thereofl 23 the Secrelary may rea-
sonably requlre, except that where the sub--

mlssion of such samnples ts Impracticable or
unduiy burdensome, the requirement of this
subparapgrapl may be met by the submission
of complete inforimation concernlng the loco-
tion of one or more sitch devices reacily avatl-

-able Tfor examinatlon and testlng:

“(F) specimens of tho labellng propoesed
such device; and

“(G) such other Information relevant to
the subject matter of the application as tho
Beeretary, withh the coneurrence ol the ap-
proprinte panel wider section 313, mﬂy re-
gulre, :

“(2) Upon rceeipe of an application meet-
ing the requilrements set forihr In paragraph
1he Svcretary shali refer such applica-
tion to the mpproprinte panel under seclion
513 for study and for submnission (within
such period as he may establish) of o re-
port and recomnmendation respectlug ap-
proval of the application, together with nll
underlying data and the reasons or basis for
the recommendation,

““Actlonn on an Application for Premarkef

Approval )

"(d) (1Y (A) As promptly as possible, bub
in no event later than one hundred and
eighty days after the receipt of an applica-
iion under subsection (¢) (except-ns pro-

vided in section B20(1) (3} (D) {H) or unless,’

in-accordance with subparsgraph (B) (1), an

. additional perlod Is ngreed upon by the Sec- -

retary and the applicant), the Secretary,
after considering the reporf and recommens-
dation submitfed under parngraph (2} of
such subgection, shall—

{1y issue an order approving the applica-
tlon if he finds that none of the grounds
for denying approval specified In paragrn.ph
(2} of this subsection applies; or

*(i1) deny approval of the application if
he finds (and sets forth the hasis for such
finding as part of or mccompainying such de-
nipgl) that one or more grounds for denial
specliled in paragraph (2} of this subsection

apply. .
“(B) (1} The Secretary mnay not enter into
an agreement to extend the perlod in which -

to take nmoction wilth respect to an applica-
tion submiticd for o device subject to a
regulation promulgated under subsection
(b) uniess he finds that the continued avatl-

ability of the device is necessary for the pub- -

lie health.

“{i1) An order approving an npplication
for a device may redquire as -a condition to
such approval that the eale and distridution
of the device bo restricted buf only to the
extent that the salo and distribution of a
device may be restricted under & regulation
under section 520(e).

“{2) The Secretory shall deny approval of
an applicatlon {or & device if, upon the hasils
of the informatlion submitied to. the Secre-
tary as part of the npplicatlon and any other
information before him with respect to such
device, the Secretary finds that—

“{A} there is o lack of a showlng of reaselz-
able assurance that such device 1s safe under
tho conditliens of use prescribed, recom-
mended, or suggested in the proposed labeling
thercof;

“(B) there Is o lack of a showing of reasen-
able assurance that the device is ellectivo
under the conditions of wuse prescribed, rec-
ommended, or supgpested in the proposed
Iabeling thereof;

{C) the methods used In, and the facilities
and controls used for, the manufacture, proe-
essing, and packing and installatlon of such
device do not conform to the rcquircmcnts of

.seclion BAD(fY; .
© (D) based on a {nlr evaluation of all ma-

terlal Iacts, the proposed Inbeling is false or
misleading in any parlicular; or
© (B} such device i3 not shown to conform

in all respects to o porformiance standard

in cileet under section 514 compliance wilhy -

whitch s a conddition Lo approval of the ap-
plcation and there s a lack of ndequnte In-
formalion to justify ihe devistlon from such
standard.

" Any denial of an applieatlon shall, insofar s

1he Seeretary-determines to be practlcable,

be accompanied by a slatement informing .

the applicant of the measures renuired to
Mace such appilealion In apptrovable forin
(which measures may Include further re-
search by the applicant in acgordance with

ole or more protocols prescribed by the Sec- ..

retary).

{3y An apphcrmt whosé applicatlon 'hs\*;.

been dended approval may, hy petitlon flied
on or helore the thirtleth day after tlhie date
upon. which he receives notice of such denlal,
obtain review thereof in accordance with
cither paragraph (1) or (2) of subscction (g),
and any interosted person may obtain review,
in accordanco with paragraph (1) or (2) of
subsection (g), of an order of fhe Secretnry

approving an applleation,

“Wwithdrawal of Approval.of Application

“(e) (1) The Secretary shall, upon obtain-
ing, where approprinte, advice on sclentlfic

‘matfters from a panel or panels under sec-

tion 513, and after due netice and oppor-

tunity for Informal hearing fo the helder of-
ALan spproved application for a device, issue

an-order withdrawing approval of the ap-

plication if the Secretary finds—

“(A) that such device is unsafe or inef-
fectlve under the conditlens of use presceribed,

recommended, or suggested In the labcling o

thereol;

“(B) on the hasis of new infermation be-
fore him with respect to such device,
evaluated together with the evidence avail-
able to him when the applicatlon was ap-
proved, that thete Is a lack of a showing of

reasonable assurance that the device Is safe .

or effective undor the conditlons of use pre-
seribed, recommencded, o suggested In the
iabeling thercof;

*{C) that the a.pp]lcatlon contained or was
accompanied by an untrue statement of a
material [act;

(D) that the appllcant {1) hasg rmied to
establishh o system .for maintaining records,

or has repeatedly or deliberately . failled fo.

malantain records or to make reports, re-
quired by an applieablie regulation under
section
access to, or copying or verification of, such
records as required by section 704, or (lif}
has not complied with the requirements .of
section 5105

"“(B) on the basis of new information be-
fore him with respect to such device, eval-
uated together with the evidence hefore him
when the application was approved, that the

-meihods used in, or the facitities .and con-

trols used for, the manufaciure, processing,
packinhg, or inslallation of -Buchh device do

not conform with the requirements of seg- |

tion 520(f) and were not brought info con-
formity with such requirements within a
reasonable time oafter recelpt of written
notice from the Secretary of nonconformity;

“{¥') on the basis of new informatlon he-

fore 1ilm, evaluated fogether withy the evl-.-

dence before him when ihe application was
approved, that the labellng of such de-
vice, based on a falr evaluntion of all mu-
terial facts, 15 false or misleading in any par-
tlewlar and was not corrvected within a rea-
sonable tlme after recelpt of written notlce
from Lhe Secretary of such fact; or

“{{i) on ihe hasls of new informatlon be-
fore him, evaluated topgether with ihe evi-
dence hefore hitn whaen the application was
approved, Lhat such. device 13 not shown to
conform in nll respects to a performance
standard wideh s 1n effect under secliow 14
complinnee whh whieh was @ condition to
approval of the npplicatlon and that there is
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a m.ck of adcquntc Information to jl.sl:f3 the
deviation from suclh standard.

*(2} The holder of an appiicatlon sulject
te an order lssued under paragraph - (1)
withdrawing approval of the application may,

by petition fled on or hefore the thirtieth -

iy atter the date upon which he recelves no-
" tlce of sucly withdeawal, obtain review {here-

of 1n necordance with cither parngraph (1) or

{2) of subsectlon (g).
*Product Development Protocod
“¢f) (1) In the c¢asc of 2 class 11f device
which 1s required to have an approval of an
spplication submitted under subsection (e).
such device shall be considered as having

such an approval if o notlee of completion:

of testing conducted in accordance with a
product development pretocol approved un-
der paragraph (4} has been declared com-
pleted under paragraph (G},

*“{2) Any person may submit to the Secre-
-tary a proposed product develapment pro-
tocol with respect to n device. Such a pro-
~tocol shall he accompanted by data support-
ing it, If, within thirty days of the receipt
of such a protocol, the Secretary determines
that It appears to be appropriate to apply ihe
requirements of this subséction to the device
with respect to which the protocol Is sub-

mitted, he shall refer the proposed protocol

10 the approprinte panel under sectlon 513
for its recommendation respecting approval
. of the protocol.

*(3) A proposed product development Dro-

toco! for o device may be approved only If—-

“(A) the Sceretary determines that it 19
approptiate to apply the requlrements of this
egibsection to the device In Heuw of the re-
quirement of approval of an application
submitted under subscctlon (e); anag .

*(B) ihe Secretary determines that the
. proposed protocol provides—-
“(t) a degeription of the device and the
changes which may be made in the device,
“{il} a descriptlon of the preciinical trials

1 any)} of the device and a specification of

{I) the results from such irials to be re-
- quired before the commencement of elinlcal

irials of the device, and (II} any permissible

varigtions In preciinleal trials and ike re-

“sults therefrom,

“(1i1} n description of the tlinleal irials
{it any} of the device and a specification of
(I} the results from such trials to be re-
ulred before the flng of o notlee of com-
Cpletlon of the requirements of the protecol,
and (II} any permilssible varlations In such
trials and the results therefrom,

“{iv} a description of the mcihods o be
used In, and the faciiitles. and controls to

be used for, the manufacture, processing, -

and, when relevant, p.mking and Installation

of the devics,

“{v) an identifying reference to sny per-

- formance standard under section 514 {o be
" applicable to any aspect of such device,

“{wv1} 1f nppropriate, specimens of the

labeling proposed to be used for such device,

- *{vll) such other information relevant to
* the subject matter of the protocol as the

Becretary, with the concurrenee of the ap-
. propriate panel or panels under section 513,
‘may require, and
-~ "(vill) a requlremoent for suhm[ssion ot
.. Pprogress reperts and, wihen completed, rec-
ords of the trials conducted under the pro-
tocol which records are adeguate to show
compliance with the protocol,

“{4) The Sceretary shall approve or dis-
approve a proposed product development
protocol submitied under paragraph (2)
vithin one hundred and twenty days of its
_recelpt unless an “additional period Is agrecd
“upon by the Secrotary nnd the person who
submitied the protocol. Approval of a pra-
tocol or dental of approval of a protocol ia
‘Banl agenecy actlon sublect to judieln] review
under chapter 7 of title B, united States
Code,

~dala and other
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o) At ony time alter a product develop-

nment protocol for a deviee has been ap-

proved passuantd to paragraph. (4), the per--

son for whom e protocol wis approved nmy
~ubmn. a holice of completton—

LAY stating (1Y his detenningtion that -

the requirenaents of ihe prolocol have been

Jfulfilled and that, W the best of his knowl-

edge, there is no resson bearlng on safety or
eflectiveness wiy the notllee of completion
should not become effective, and (H) the
informatlon upoll which
such determination wis mede, and

" (B) seliing forth the results of the rialy
required by the protocol” and nll the infor-
mation requlred by subscction (¢) (1).

“{6) {A) The Secretary may, after provid-
ing the persen who has an approved protocol
an opportunity for an informal hearing and

al any time prior to recelpt of netice of com- -

pletion of sueh protocol, fasue a final order
to revoke such protecel if he finds that—

{31} such person has Iglled substantially
to comply with the requirements or the
protoeol,

“(11} the results of the irlals obLamecl'

under the protocol differ so substantially
fromm the results required by the protocol
that further trials cannot he Jjustified, or

~¢ill} the results of the trials conducied
under the protocol or aveilable new infor-
mation do not demonstrate that the device

tested under the protocol does not present’

ETl unregsonable risk to health and sdafety.
“{B}Y Alier the receipt of s notice of com-
pletlion of an spproved protocol the Secre-

tary shall, within the ninety-day perlod be~.
glnning on the date such notice 1Is received,

by order elther declare the protocol com-
pleted or declare it not completed. An order
decluring a proiocol not completed may take
efiect only affer the Secretary hns provided
the personl who has the protocol opportunity
for an Informal hearing on the order. Such

an order may be 1ssued only 1: the Secretary -

Lnds—

"1y bu.ch person has failed substantisliy
to comply with the requucmentq of the
protocol,

“{i1) the results of the tirlals obialned
under the protocol differ substantiaily rnom
the results required by the profocol, or

*“(111) there 1s a lack of g showing of rea-
sonahle assurance of the safety and efTec-

tiveness of the device under the conditions -

of wuse prescribed,  recommended, or sug-
gested in the proposed labeling thereof.

*{C} A final order issued under subpara-
graph (A} or {B) shall be In writing and
shall contain the reasons to. suppert the con-
clusions thereof.

“{71 Al any tlme after g notice of com-
pletion has become effective, the Secretary
may Issue an order (after due notice and op-
portunity for an_ informal hearing to the
person for whom the notice 1s effective) re=-
voking the approval of a gevice provided by
a notice of complietion which has become ef-

- fectlve ag provided in subparagraph (B) i

he flnds that any of ihe grounds listed in
subparagraphs (A} through (G) of subsec-
tion (e} (1} of this section apply. Each ref-
erence in such subparagraphs to an applica-
ilon shzll be consldered for purposes of this
paragraph a5 o reference to a prolocol and
the notice of complellon of such profocel,
and each reference to the time when an ap-
plication was approved shall be considered
for purr-oses of this paragraph as a reference

‘to the thne when o nhotice of compielion

took effect.

“(8} A person who has an approved pro-
tocol subject to an order 1ssued under para-
graph (6) {4} revoking such protocol; a per-

_ 8ol who has an approved protoco! with re-

spect to which an order under paragraph (68}

(B) was lsgued declaring that the protocol.

hand not been completed, or & person subject

to an order lssued under paragraph (7} re-’

voling the approval of a device may, by pe-
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titton filed en or bf.fore the tmrticth day'

after the date upon which he recetyes notice
of such order, obtain review thereofl Inace
cordance with elther paragraph (1) or (2}
of subsectlon. (g}.
. “"Review e
“{g} (1Y Upon petition for review of—

“{A) an ordcer under subsection {(d) ap-

proving or denylng approval of an applica=
tion or an order under subsectlon (e} withs
drawing approval of rn application, or .
L *(R).an order under subsection {f) (6) {A)
revoking an approved protocol, under sub-~
sectlon (I} (G)(B) declaring that an
proved protocol has not been completed, or
under subséction

proval of 1 device,

the Secretary shall, unless he finds the pe-
titlonn to be without good cause or unless

ap~

(I} (7} reveking tlie ap- -

& petitlan for review of such order has been . |

submitted under paragraph (2), hold a hear-
ing, in accordance with section 354 of title 6
of thie Unlited States Code, on_the corder, The

panel or panels wihich considered the ap-’

pleation, protocol, or deviee sublect to such |

corder shall deslgnate a member to appear

and testify at any such hearing upon re-

quest of the Secretary, the petiitoner, or the- 7

officer conducting the hearing, but thiy re-

quirement does not preclude any other mem- .

ker of the panel! or panels from appearing

and ilestifying at sny such hearing. Upca
‘completion of such hearing and after con-

sldering the record establlshéd in such hear-
Ing, the Secretary shall issue an order either
affirming the order subject to the hearing
Or reversing sucli crder Rnd, as appropriate,
approving or denying approval of ithe ap-
plieation, reinstating the appiiecation’s ap-
proval, approving the protecol, or placing in
effect & notice of completion.

“(2) (A} Upon pelition for review of—

“(1) an order under gubsection (d) ap~

proving or denying approval of an appllea- ;
tion or an eorder under subsection (e} with~ |

drawing approval of an applicatton, or
“(11) an order under pubsection (f){6) (A}

revoking an approved protocol, under suh- |
section (f) (6) (13) declaring that an approved !

protocel has not been completed, or under
subsection {f){7) revoking ihe approval of
o device,

the Secretary, unless he is regufred to pro-
vide review of such order under paragraph
(1), shall refer the application or protocal
subject to the arder and ithe hasis for tle
order to ah sdvisory conimlittee of experts
established pursuant to subparagraph (B}
for a report and recommendstion with re-
spect to the order. The advisory commilice
shall, after independent study of the data
and faformiation furnished to it by the Sec«
retary and otber data and informaticn before
1t,” submit 1o the Seerelary & report and
recommendalion, together with zll under-
lylng data and information and a statement
of the reasons or basis for the recommienda-
ten. A copy of such report shall be prompily
supplied by the Secretary to any person who
petitioned for such referral to the advisory
committee.

“(B) Tne Secretary. shall estnblish advi-
sory comumittees (which may not be panels
under sectlon 5i3) to recelve referrals under
subparagraph {A). The Secretary shall- ap~
point a3 members of any such advisory com~
mitiee persons qualified in the subject mat-
ter {0 be referred to the comumittee and of
appropriately dlversified professlonal haek-
ground, except that the Secretary may not
appoint 1o such o committes any indlvidual
who iIs in the regular full-time cinploy of the

Tnited States and epgaged in theo adminle-

tration of this Act.- Fach such committeo
ghall include as honvoling members s Tep-

‘resentotive of consumer Inferests and o rep=

resentative of Intereasts ¢f the device mantt-
fneturlng industry. Members 0f an advizoty
commitice. {other than oiMicers or emp!oyeeﬂ

. / o
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of the Unlted Smtcs) whlla attending con-
feretices Or meetiings of thelr commitice or
otherwise serving at the request of tho Sec~
. retary, shall he entitled to recelve compens
sation at rutes to o fixed by the Bocretary,
which rates may not exceed the dally equiv-
" pleiit for grade Gi5-18 of the General Sched~
- 1le for each day {including teaveltlme) they
are 8o engaged: and while so sorving awny
-from thelr homes or regular places of buslk-
ness ench member may be allowed travel ex-
penses, including per diem In leu of sub-
* gistence, as authorized by sectlon 6763 of
$ile B of the Unlted States Code for persons
" .In the Government service employed {nter-

mittently. Thie Sceretary shall designaie the -

" ghairman of an advisory comintttee from ifs
-membera, The Secretary shall furnish each
advisory committee with cierical and other
assisfance, and shall by regulation prescribe
fhe procedures to be followed by ench such
committes in acting on rcfcrra[s made under

© pubparpgraph (A).

¢ *{C) The Sccretory shall make public the'

. reporé and recommendation made by an ad-
visory commlittee with respect to an applica-

- tion and shall by order, stating the reasons
therefor, either affirm the order referred to
-tho ndvisory committiee or reverse such crder

_and, Il appropriate, epprove or deny approval
of the application, reinstate the application’s
approval, approve the protocol, or place in
eHect & notice of completion.

“Service of Orders

"(h) Orders of the Secretary under this
goectlon shall be served (1) in person by any

oflicer or employee of the department deslg-"

‘nated by the Secretary, or {2) by maillng the
order by registered matl or certifled mail ad-
dressed to the appllcant at his last known
addrcss In the records of the Secretary.
YBANNED DEVICES
General Ruls

#Sge. 516, (n) Whenever the SHecretary
finds, on the basis of all available data and
information and afier consultation with the
appropriate panel or panels under section
518, that—

(1) & device inlended for humain use pre-

sents substantial deceplion or an unteason-

sble and substantlal risk of iuness or lnjury.
and

{2} in the case of substantial deception

or an unrensonable and substantisl risk of

 filness or {njury which the Secretary deter-

mined could boe corrected or eliminated by

“Inbeling or change in labeling and with-re~ .

spect to which ihe Secretary provided writ-
ten mnotice o the manufacturer apecifying
- tho deception or risk of 11lness or Injury, the
Iabellng of chiangs in labeling to correct the

‘tleception or eliminate or reduce such.risk, .

g tlie peried within which such labeling or
change In labeling was to be done, such label-
ing or change In labeling was not done with-
in such period;
he may inltiate s proceeding to promulgate
& repulntion to make such device a banmed
“device. 'The Secretary sheil afford all in-
terested persons opportunity for an informal
hearing on a regulation proposed under this
- gubsection. .
: “Special Effective Date
*(b) The Secretary may declare o proposed
regulationn under subsectlon (a) to e elfec-
- tive upon iis publicatlon in ihe Federal Reg-
ister and wntil the effective date of any
“flnal action taken respecting such regulation
if (1) ho detcrmines, on tho basis of all avalil«
wble datn and Information, that tho decep-
tion or risk of lilness or injury’ asscciated
wilh the use of tho device which s subject to
the regulation wpresents an wunreasonahle,

direct, and substantial danger to the herlth -

ol individuals, and {2) before tho date of the
« publication of sueh regulation, the Secretary
nolifics the manufncturer of guch dovice that
such regulntion 18 to be mede so cffective, If
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the Secrotary makos o preposed regulation so
elfective, he shall, n3 -expoeditiousty as npos-
alble, give ntorested persons prompt notice
of hls actlon under this subsection, provids
rensonable opportunity for an informal hear-
ing on the propesed regulation, and clthor

aflirm, mocdily, or revoke such proposed regu--

lntion, . .
. “JUDICIAL REVIEW

“Application of Section

'Src. 517, (a) Not later than thirty doys,

niter—
“{1) the promulgation of a regulntion un-
der section 513 clossifying a device in cinss I

or changing Lixe classification of a devico to -

class I or an order under subsection (I} (2)
of such section classilfying a device oy deny-
Ing n petition for classilication of a device,

“{2) the promulgation of a regulatlon un-

der section 514 esiablishing, amending, or _'

revoking o periormianhce standard for o de-
vice, + -

“{3) the issunnce of an order under sec-
tlonn 514 (b) ({2} or 515(b) (2)(B) denying a
request for reclassification of a doviee,

“(4} the promulgation of a regulation un-
dor paragraplh {(3) of section 516 (bh) requlr-
Ing & device to have an approval of & pre-
market applicatlon, a rezulntion under para-

grapii (4) of that section amending or re- -

voking a regulation under paragraph (3), or
an order pursuant to sectlon 515(5)(1) or
515()y (2} (C),

{5} the proniuwigation of a regulation tin-

der scctlon 516 {other than A proposod reg- -~

ulptien made eifective under subsection (h)
of such section upon the regulation's puh-
licatlon) making a device n banned device,

"(6) the Isauance of an order undcr sec—-'

tion 520 () (2}, or
“{7} an order under rection 520(g) {4) clis-

approving an application for an exemption of
o devige for Investigational use or an order

under sectlon 520(g) (6} withdrawing such

an gxempiion for o device,

any person adversely affected by such regula-
tiony or order may fle a petitlon with the
United States Court of Appeals for the Dis-
trict of Columbla or for the clreuit wherein
sugh person resides or has his principal piace
of pusiness for judicial review of such reg-
ulation ot order. A copy of the petition shall
Be transmitted by the clerk of the court to
the Becretary .or other officor designated by
him for that purpose. The Secretary shaill
file in the court the record of the proceed-
ings on which tho Secretary based his regula-
tlon or order as provided in section 2112 of
title 28, United States Code. For purposes of
ihis sectlon, the term ‘record’ means ail
notices and other matier published in the
Federal Register with respect to the regula-
tion or order reviewed, all information sub-

-mitted to the-Secretary with respect to such

regulatlon or order, proceedings of ariy panel
or advisory commlttee with respect to such
regulition or order, any hearing held with
respect 1o such regulstion or order, and any

other information identified by the Scere--

tary, In ihe administrative proceeding held
with respect to such regulation or order, as

bhelng relevant to such regulation or order .

“Addltional Data, Views, and Arguments.

"{h) XL the petitioner npples Lo the court
for leave to adduce pddliional daia, views,
or arguments respecting {he regulation or or-
der being reviewed and shows to Lthe satisine-
ton of the court that such additlonal data,
views, or arpumonts are material and that
there were rensonable grounds for the peti~
tlonera fallure to adduce such data, views,
or arguments in the procecdings before the
Becretary, tho court may order the Secretary
to provide additlonal opportunity for the oral
prcsenmtmu of date, views, or arguments
snd for wrilten submissioba. Tho Secrotary
mpy modllfy hls findings, or make new iind-
Ings by reason of the nddltionat data, views,
or arguments 50 takeh and shall file with the
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court such mnctmcd or new ﬁndlngq and his
recommendation, A€ any, for the modllication
or setting nside of the regulation or-order

belng reviewed, with tho rettrn of such addl=

tionnl datn, views, or atguments,
“Standard for Review

“{¢) Upon the Mling cof the petitlon under
‘gubsection (n) of this section for fudicinl re-
‘ylew of o regulniion or order, the court shall
have jurisdi~tion to review the regulation ot

order in pocordunce with chapter 7T of title 5,
Unlled States Code, and to grant appropriate
rellef, including interim. rellef, as provided
in such chapfer. A regulstion described In
paragraph (2) or (5) of subsectlon (a) and
an order issued after thie review provided in
section 515(g) shinll net be affirmed 1f it is
found to be unsupported by substnntial evi-
dence on the record toeken ns o whole.

“Finality of Judgments

“(d) The judgment of the court afﬁrmmg'

or setling aslde, 1n whole or in part, any

regulation or order shall be final, subject to -
review by the Supreme Court of the United.

Stales wupon certiorarl or certlificntion, ns
provided 1in scction 1251 of titie 28 of the
United States Code. .

’ . “Other Remedies

*{e} The remedies provided for In thls sec--

tion shall he in addition to and not in lieu
of any other remedies provided by Iaw.

*Statement of Reasons

“(f} To faciiitate Judlclal review under this’
section or under any olner preovislon of law,

of a regulation or order lssued under section

513, 514, 615, 518, 518, 519, 520, or ‘521 each.

such renulntlon or ovder shall contsin n
st,n.temeut of the reason for ita issuance and
the basis, in the record of the proceedings

_hield in connection with its Issusnce, for 1ts

Issuance. _
“NOTIFICATION AND OTHFR REMEDIES .
“Notificatlon

“Src. 518. (n) II the Sccretary determlnes.

that— ] )

“(1y) a device intended for human use
which is Introduced or delivered for intre=-
ductlon Into interstate commerce for com-
mercial distribution presents an unreason-
able risk of substantial harm to the pubnc
health, and

“{2) notification under thls subsection Is
necessary 1o eliminate. the unreasonable risk
of such harm and no more practicable means
is svallable under the provisions of this Act

_{other thoanr this sectton) to elimineate such

risk,

the Secretary may issue such order as may be

necessary to assure lhat adequate notifica-
tion Is provided in an appropriate form, hy
the persons and means best sulted under the
cireumstances lnvolved, to ail health pro-
fessionals who prescribe or use the device
and to any other person {(including manue
facturers, importers, distributors, retailers,
and device users) who should properly receive

“such notification in order Lo eliminate such

risk. An order under this subsectlon shall
regquire that the ndividunls exposed to the
risk with respect to which the order is to
be lssued be included in the persons to be
nolified of the risk unless the Secretfary
determines that notice to such lndlviduels
would present a greater dangor 0 the heallh

of such individuais than no such notlfication. -

If the Secretary makes such a determinatlon
with respect to such Inclividuals, the order
shall reguire that thie heslth professlonals
wito preseribe or use the device notlfy the
individuals whom the healilr proflessionals

trected with the device of the risk presented -

by the device and of wny action which. may
be taken by or on behalf of such individuals
to elimluate or reduce such risk, Before 1ssu-
fug an order under this subsectlon, the Sec-
relary shall consult with the persons who
are to plve notlce under the order.,

A e e e e 5 5 1



 Maych 9, 1976

“Ropmr Replacemcnt or Refunad
(b)Y {1) (A} If, atter allording opportunlty

for an informal hearlng, the bf,t.r(.tzu'y deter-

mires thot— . .

‘(1) a devico Intended. for humen use
which 1y Introduced or delivered for intro-
duction into interstate commmerce for com-

- -.merctn! distribution presents an uwnreasei-

. lleve - that the unreasonable risk
-eaused by faliure of a person other than a
-manufacturer, importer, distributor, or re-
(taller of the device to exercize due care lm -

abte risk of substantial harm to the publie

henlth,
“(1i} there nre remsonable grounds to be-
Heve that the device was not properly de-

“signed and manufsctured wlith reference to
the stafe of the art as 14 exlsted ot the time.

of ttg design and manufacture,
- "{(iii) there are reasonable grounds to be-
was not

the Inglallation, mainienance, repalr, or use
of the device, and

"(iv) the noultication aulhorlzcd by sub-

gection (a) would not by ilself he sufficient
to eliminate the unreasonable risk and aetlon
described In paragraph (2) of this subsection
15 necessary to eliminate such risk,

- the Secretary may order the manufacturer,

jmporter, or any distributor of such device,
or eny combination of such perseans, to suh-
mit to him within a reasonable time a plan
for teking one or more of " ilhe actlons
deseribed in paragroph (2). An order lssued

‘under the preceding sentonce which is die

“-'rected to more.tlian one person shall specify

© which person may decide which action shail

be taken under such plen and the person

- gpectfied shall -he the person who the Sec-

* retery determines bears the prinelpal, ulti-

mate financial responsibility for actlon taken
under the plan unless the Secretary cannob

"~ determine who Dbears such responsibility or

the Secretary determines that the protectlon
of the public heallh requires that such decl-

sion be made by a person (including a deyice -
- user or health professional) ether. than the
_Person  he determines bears such respon- -

" sibility,
"{B) The Secretary shall approve s plan
subnmitted pursuant 1o an order issued under

" pubparapraph (A) unless he determines (af-

ter affording opportunity for an informal

“hearing) that the action or actions {o be tak-
en under the plan or the manner in which’

such action or nctions are to be taken under
the plan will not assure that the unreason-

- able risk with respect to which such order was

‘ under s plan submitted under
Clssued under paragraph (1) ore as {ollows:

issued will be ellminated. If the Secretary
disapproves s plan, he shall order s revised
plan to be submitted to him within « rea-
sonable time, Ir the Sceretary determines

{after affording opportuniiy for an Informal:

* hearing) that the revised plan 15 unsatis-
factory or If no revised plan or no initlat

- plan has been submitted to the Secretary

‘within the prescribed time, tle Secretary
shall () prescribe a plan to be carrled out by
the persotr or persons to whom the order
. Issued under subprragaph (A) was directed,
.of (i) after affording an opportunity for
. an informal hearing, by order prescribe a
plan to be carried out by a persen. who 18 a
“manufacturer, inlporLer distributor, or. re-
taller of the device whh respect to which
the order was Issued but Lo whom the order

: under subparagraph (A} was not direeted.

“{2) The actlons which may be talken
an order

"(A) To repalr the device so that 1t does

" not present ihe unreansonable risk of sub-

~staniinl harm with respect to which the
. order under paragraph (1) was lssued.

“({B) To replnce the device with a lke or
enutvalent device which is In conformity with
all applicable recquirements of this Act.

“{C} To refund ithe purchase price of the

" device (Jess a rensonable -allowance for use

. Af such devlee has been in the possession of

‘the device user for ons year or more—

-burdensome to a device manufacturer,
perter, or distributor taking into account liis
cost of complying with such requirements -
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“{1y at the iime of notlﬂcut.[on ordorcd
under subsectlot(a), or !

“{ti} ab the Lime the device user Tecolves
actual notice of the unreasonabla risk with

respect to which the order was Issued under

paragraph’ (1),
whichever first occurs).

{3} No charge shnll be made to any person
(other then a manufscturer, importer, dis-
tributor or retaller} for avalling himself of
any remedy, described in paragraph (2) and
provided under an order fssued under para-
graph {1}, and the porson subject to the
order shall relmburse each person {(olher

_than a manufacturer, importer, distributor,

or retaller) who Is entitled to such a remedy
for any reasonable and foreseeable expensés
actually incurred by such person In avall-

mb himself of such remedy,

“Rehmbursement ,
“{c) An order issued under subsectlon (i)

“with respeet to a device may require any
person who Is a manurfacturer, importer, dis-

tributar, or retalfler of the device Lo relm-

" burse any other person who is a manufac- -

turer, importer, dlstributor, or retaller of
such device for such other person’s expenses
gctually incurred in connection with carry=-

“ing ouft the order if the Seeretary determines

such reimbursement 13 required for thewpro-
tectton of the public health. Any such re-
quirement shall not aflect any rights or obll-
gations under any contract to which the per-

" son. recelving reimbursement or the person

making such reimbursement s a party,
“Effect on Other Liabllity

“(d) Compliance with an order issued un-

der this section shall not relleve any person
from Hablllty under Federal or State law. In
awarding damages for economic less In an

actlon brousght for the enforcement of any
“such lability, the value to the plantilf in

such action of any remedy provided hibm un-
der such order shall be taken into account,

“RECORDS AND REFORTS ON DEVICES
“General Rule

"Swee. 519, (a) Every personh who 15 & manu- *

fpoturer, Importer, 02 distributor of a devies
intended for human use shall estahblsh and

. malntaln such records, make such reports,
-and provide such information, as the Secre-

tary may by regulation reasonahly reguire to
assure that such device Is not aduiternted or
misbranded and o otherwise nssure its safety
and eflfectiveness. Regulations prescribed un-

~der the preceding sentence-—

“{1) siiail not impose requirements unduly
im-

and the need for the protection of the publlic
health and ihe implementatlon of this Act;
“(2) which prescribe the procedure for

'maldng requests for reports or information

shall require that each request made under
such regulations for submission of & report
or Informatlon to the Secretary state the

rensomn or purpose for such request and klen-.
tify to the fullest extent practicable such re-

port or Informatlon;

“{3) which require submlisslon of a report
or informatlon to the Secrelary shall state
the reason or purpose for the submisston of

- such report or Information and identify to

the fullest extent practicable sueh report or
information;

“{4) may not reguire that the identity of
any pittlent be disclosed in records, reports,
or Informatlon required under this subsee-

tion undess required Tor the medlcal welfave

of an individual, to determine the safety or
effectiveness of n device, or to verify a rec-
ord, report, or information submitted under
this Act; and

*{8) may not requlre a mmmfzwtm‘er. im-.

porter, or distributor of a cluss I device to—

(A} ‘maintaln for such a device records .
" respecting nformaulion not In the possession

"is not edulterated or

cunder his professional supervision in
-course: of the professional practice of such
phyician or dentlst {(or other speclally quali. .

“(B} to submit for such a device to ithe
Becretary any report or information— - -

“(#) not in the possession of tlie maiu-
- facturer, Importer, or distributor, or

*(11) on & perlodle basls,
unless such report or information Is neces.
sary to determine tf ths deviee should he re-
classified or If the device iz adulterated or
misbranded.
In preseribing such regulations, the Secre-~

" tary shall haves due regard for the profes-

sional ethics of the medical profession and

S the interests of patfents, The prohibilions of

paragraph (4) of thlg subsectton continue to
apply to records, reports, gnd Information
conceriting any Indlvidusl who has been a

patient, lrrespective of whether or when he”

ceases to be g patient,
“Persons Exempt

i h) SBubsection {a) shall not apply o
“{1) ay practltioner who is licensed by law

to prescribe or administer devices intended -
for use In humans and who manufactures or- .

importg devices solely for use in the course of
his professional practice;

(2} any person who manufrctures or im-
ports devices intended for use In-humans

‘solety for such person’s use In research or

tenching and nRot for sale (including any
persen who uses a device under an exemp-
tion granted under scctien 620(g)); and

“{3) any other class of persons as the .

Secretary may by regulation exempt from
subsection {a) upon a finding-that compll-
ance with the requirementis of such subsec-

Ctlon by such elass with respect to a device ©

is not necessavy to (A) assure that a device
mishranded or (B)
otherwise to assure its safety, and effective~
1ness.
“GENERAL PROVISIONS RESPECTING CONTROL Of
DEVICES INTENDER FOR HUMAN USE
. 7 “General Rule )
“Src. 520, (8) Any requirement suthorized
Tas oo
By or

shall apply to such dévice uniil the applica=-
bility of the requirement to the device lhas

been changed by actlon taken under section,

513, 514, or 615 or under gubsection (g) of
this sectlon, and any regulrement estab-

1ishied by our under section §01, 603, 610, or: -

519 which is Inconsistent with a require-

ment imposed on such device under sectlon,

614 or 515 or under Subsection (g) of this

‘sectlon shall not apply to such device.

“Custom Devices

“{h) Se'ctlons 514 and 615 do.not apply
to any device which, in order to comnply with

the order of a physician or dentist (or any’

other speclally quslified person destgnated

under regulations promulgated Hy the Sec« -

retary after an opportunity for an oral hear-
ing) necessarlly deviates fromn an otherwise

. wpplicable performance standard or require-

ment prescribed by or under section 514 or
516 ff (1) the device 1s not generally nvajl-
able in finishecd form for purchase or for dis-
pensing upon prescription and is not offered
tirrough abelingy or advertising by ihe man-

~ufacturer, importer, or distributor thereof for
‘comnmercial dl‘strlbuuon. and (2) such de- .

vice—
“{AY(L) &5 fntended for use by a p1t1e11t
named in such order of puch physician or

- «dentist {or other specinlly qualified person

&0 designsted), or

“1E} s intanded solely for use by (T) such
physician or dentist (or other rpecially guali-
fied person so designated) or (1Y) a person
the

fled person so designated), and

“(B) is not gencrally-available to or gen- |
crully used by other physicians or denllsts -

RISl

" of the m:muracturer, !mporter or dlatrlbutor
Tor

under section 501, 502, 510, or 519 ap-
plicable to a device Intended for human use’
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- (or other spcclal!y guallied porsons 50 des-
ignntcd)

‘“rrads Sccrels )

*{¢) Any informntlon reported to or olhor-
wlse obtained by the Secretary or his repre-
sentatlve under sectlon 613, 614, 516, 516,
. U B18, 519, or 04 or under subsectlon {f) or
* {g} of thiz secction which i3 cxempt from
diselosure pursuant to subsection {n) of see-
tlon 552 of title 5, United Stotes Cods, by
reason of subseetlon (b){4) of such sectlon
shall be consldered confidentidl and shall
not bo disclosed and may not be used by
‘the Sécretary as the basls for the reclassif-

© catlon of & device under sectlon 513 from

class III to class IT or ag the basis for the
¢stablishment or amendment of o perform-
ance slandard under section 614 for a device
reclassified from clasg IIT to class IX, excepd

that such information may be disclosed to-

olher oflicers or employees concerited with

. carrying -out this Act or when relevant in

.- any proceeding under this Act {other than
scctlon 513 or 514 Lthereof}.
"Notlces and Findings
“{d) Each notice of proposed rulemaking
under sectlon 513, 514, 616, 516, 518, or 519,
‘or under this section, any other notlee which
iz published in the Federal Reglster with

respect to any other actlon faken under any....the requirement, and

“(1i1) contaln such oiher informitlon as

such sectlon and which states the rensons
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to spubinlt recommendations to him with’

respect to the regulation proposed to bu
promuigated, and

“(11) afford opportunity for an ornl hepr-
ing. ..

The Secrelary shall provide the sadvisory '
committee a ressonable tlme to make 1ts ree-

ommendation with respect to propoqed regu~

©lations under subparagraph (A).

“(2){A)} Any person sublect to any re-
quilrement prescribed by reguliations under
parapraph - (1) may petltion the Sccretary
for nn exempiion or variancne from such re-

‘guirement, Such a petition shull Do sub-
mitted to the Sccretnry in such form nnd .

manner. as he shall prescribe and shall——
“{1) in the case of a pelilion for an ex-

emption from a requirement,. set forth the

basls for the petlitoner's determination that
compliance with the requirement is nof re-

. guired to assure that the device will be safe

and effective and, otherwisc in compllance
with thls Act,
“{H) in the case of a petition for n vorts

,ance. froml & requirement, Ret forth the

“for such netlon, and ench publication of find~

inps requiced to be made It cohnectlon with
rulemaking under any such section shall set
forth—
“(1) the manner in which interesled per-
“sons may examine data and other informa-
“{lon on which the notlce or findings is based,
+ and
“(2) the period wilhin which {nterested
persons may present thelr comments on tho
notice or Andings {(including the need there
for) orally or in wrlting, which period shall
be at least sixly days but may not exceed
.ninety deays unless the time s extended by
the Secretary by a motles publlshed in the
Federel Register stating good cause therefor.
. " "Restricied Devices
(e} (1) The Secrctary may by regulation
require that a device be restricted to eale or
distribution—
*{A)} only upon tne written or oral au-
. thorizatlon of & practitioner llcensed by law
to adminisler or use such device, or

“(B) upon such other conditions (other
thsan any condltion which would Hmit the -

‘use of a device to o particular category or
_ecategorles of physlciane defined by their
. training or cxperience) as the Secrelary mny
prescribe in sitch regulation,
if, because of lts potentinlity for harmiful
effect or the collateral measures hecessary
to its uso, the Sccretary determines that
_there cannot otherwise be reasonable assur-
anco of its safety and effectiveness, A devico
- subject to n regulation under this subsectlon
1s a reslricted device.

“{2) A restricted device shall be deemed
to be misbranded i tta Iabel {alls to bear
such appropriate statements of the restries
tlons as the Secretary may In such’ regulation
prescribe. |

_“Coed Manufacturing Practice Requirements

“(1} (1} {A) The Secrctary may, In accord-
ance with subparsrraph (B), presceribe regua-
ntlons regulring that thoe niethods used in,

. and the facllitles and controls used for, the
manufaeture, packing, stornge, and instalin-
-tlon of a device conform to current good

o manufacturing proctice, - s prescribed  fn
- such regulntions, to assure that the device
will be safe’'and offectlve and olherwlse in
comptinnce with thils Act.

*(B) Before il Secretary may promul-
gato any regulotion under subparagraph (A)

e shadl—

“{1) afford the ndvisory commities esinb-

ished wader paragraph (3) an opportunity

mwethods proposed o be used In, and the {a-
cilities nnd contbrols proposed to be used for,
the manufacture, packing, storage, and in-
stallatlon of the device in liew of the meth-
odds, facilities, " and contro!s prescribed” by

the Becretiary shall prescribe,

"(B) The Secretary may refer to the ad-
visory commiltee estabilshed under para-
graph (3) any petltion-submltted under sub-
paragraph (A). The advizory commitiee shaill
report its recommendations to the Secre-

tary with respect to.a petitlon relorred to-

.1t within sixty days of the date of the pe~

titlon's referral. Within slxty days aiter—
“{1} the date Lthe petition was subhmitied to

the Secretary under subparngraph (A}, or

{11y if the petition was referred o an ad-
visory commilies, the explration of the sixty-
day perlod beglnning on the date the paiitlon
was referred to the advisory committee,

whichever occurs Iater, the Secretary siiall by .

crder elther deny the petitlon or approve ig,

*{CG) The Secretary may npprove—

“{1} o petitlon for an exemption for & de-
vice from a requireinent if he delermines that
compliance with such regquirement is not re-
qulrad to assure that the device will be safe
and effective and ot.herw[se ln compliance

» with this Act, and

(1) a petition for a varlance for n devlce
from a requirement if he defermines that the
methods to e used in, and the {acliities and
conirols to be used for, the manufacture,
packing, storage, and instnlletion of the de-

‘vice in licu of the methods, conlrols, snd

faciiltics preseribed by the reqgulrement are
sufiiclent to asstre that the device will be sale
and effcetive and otherwlse in complmnce
with this Act.

An grder of Lthe Sceretary approving o pell.
tlon for a variance shall prescribe such cou-
dittons respecting the methods used in, and
the facilities and contrels wsed for, the
manulacture, packing, storage, and Instailn-

.tion of the device to be granted the varlance

under the pebition as may be necessnry lo

“assure that the device will be safe and eflec-

ilve and otherwlse in compliance with thiy

- Act.

*“{D} After ihe Sst.unnce of an ocder under
subperagraph {(B) respecting a petition, the
petitlouer shall bave an opportunity for an
informna! hearing on such order,

*(3) The Secrefary shall estiblish aun ad- -

visory comntlilee for the purpose of advising
and muaking recommendations to him witix
respect to reguintlons proposed to he promul-

- goted under paragraph {1) (A} nod the ap-

proval or disapproval of pelllions submitted
under paragraph (2), The advisery commit-
tee shail bo composed of !) members ps
follows;

©dustry;
. pointed from piersons who are representative

.. ments of scction 502, 510, 514, 515
. or 706 or gubsection (e) or (f) of this section
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"(A) Threo of the members. shall be ap-
pointed from persons who are offlicers or em-
ployees of any Siaie or locel governient or
of the Federal Government. .

“(B) Two of the members shall be ap-
polnled from persons who are represeniative
of fnteresls of Lhe device manuincturing In-
“two of {he members shall .be ap-

of the inderests of physiclnns and cother
health professionals; and iwo of the mem-~
bers shall be represenintive of the lnterestq
of the general publie,

Members of the ndvisory committee who ave
notb officers or einplovees of the Unlted States,
while attendlng conferences or meellngs of
the committes or otherwise ~ngoaged In 1ts
buslness, shnall be entliled to receive com-
pensaiion at rates to be fixed by the Secre-

tnry. which rates may not cxceed the defly .

equivnlent of the rate in effect for grode

G5-18 of the Genetal Schedule, for each doy

(including itrnveldlme) they are so enpgaged;
and while o serving away from their homes
or regular places of business each member

.may be allowed travel expenses, including
_per dlem in leu of subsistence. as avthorlzed

by section 5703 of tilie § Unlted States Code
for persons in the Goverpnment service em-

“ployed intermitiently. The Secretary shail-
- designate one of the members of the advisery

commltier to serve as lts chalrman. Thoe Sec-
rotary shall {urnish the advisory committeo
with clerlieal and other assistance. Section 14

‘of the Federal Advisory Comrnlttee Act shall

not apply with respect to the duration of the

advisory commlttee est,ablished umler this

poragrapii.

"Exemption for Dovices for Iuvest!;,nt{onnl
Use

*{g) {1) It is the purposé of this subseclion

fo encourapge, to the extent consistent with
the protection of the public health and safe-
ty and with ethical standards, the discovery
and development of niseful devices intended
for human use and {o that end to mainiain
optimum freedom for scientific investigators
in theilr pursuit of that purpose.

'*(2) (A} 'The Secretary shall, within the

one hundred aud. twenty-day period begin-

ning on the date of the enactment of this
section, by regulation preseribe procedures
and coadilions under which devices In-
tended for human use may upon application
be granted an exemption . from the require-
. 510, 619,

or from any combingtion of such require-
ments te permit the investigatlonal use of
such deovices by experts qualified by scl-
entific training and experience to Investi-
gato the &afcty and e[rectlvcness of such
devlees.

“{B)} The condltlons prescribed pursuant
to Bub}nrqgraph (A) shall include the fol-
lowing:

“(hy A reqnh ement that an npplica[.ion be

submitted to the Secretary hefore an exemp-

tlon may be granted and that the appica=-
tion be submitted in such form and manner
as the Secretary sholl specify.

“{it) A requirement that {he persen appiy-
ing for an exemption for a device assure the
establishiment nnd naintenance of such rec-
ords, and the making of such reports to tho
Secrctary of data obtained as a resuit of
ihe investigational wse: of the device dur-
ing the cxemption, as the Secrctary detor-
mines wlll enable him fo assure eampliance
with such condltions,
e Investigation, and cvaluate the sofoty
and effectlveness of the device.

“(illy Such other requirementis as the See-
retary may delermine to be necessary for thoe
proteetion of the publle health and snfely.

“(C) Precedures and conditions prescribed
pursuant to subparagraph (A) for an exemp-
iton may appropriately vary depending on
(1) the scope and duration of clinlcal Lesting

review the progress of
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10 be conducted under such exempllon, {I1)
the number of human subjects that are to
be tnvolved i such testlng, (i) the need

to penntt changes to be made In the device.

subject to tho exemption durlng testing con-
~dueted in aecordance with a clintenl testing
plan. required wnder paragraph {(3) (A}, and
‘(iv) whether the clinical testing ol such de-
"wvlco 1s for the purpose of developing data to
chtaln approval for the commercial distribu-
tion of such device,

“{3) Procedures and condltions prescribed ..

‘pursuant to paragraph (2} (A) shall require,

as a conditlon to the exemption of any de--
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“*IRY Tho Secretary may disapprove ah ap-
pltcation only if ke finds that the tnvestiyn-

. tlon with respect to whicll the application is

vlce to-be the subject of testing nvolving -
-human sublects, that the. person- applylng

for the exemplion—— .
“(A) submlt a-plan for any proposed clin-
leal testing of ithe device and & report of prior
_investipgations of the device (Including, where
appropriate, tests on animals) adequate lo
. Justify the proposed ¢lnical testing— '
“{1} to the lecal Institutional review com-
mittee wirlch has been established In accord- -
.ance with regulations of the Secretary to -
supervise clinieal testing of devices In the
Taclllties where the proposed clinical testing
Is to be conducted, or
*{i1) to the Secretary, if—
“{I) no such committee extsts, or
*“(II) the Secretary-finds that the process
. of revliew by such cimmitiee is inadeguate

submitted does not. conforimr to procedures
and eonditions prescribed under regulations
under paragraph (2). Such a notifiention
shall contatn the order of disapproval and &
complete statement of the rénsons for the
Secretary’s dlsapproval of the applicntion
and afford thoe applcant opportunity for an
Anformal hewring on the disapproval order,

“(5) The Seccrctary may by order withdraw
an exemplion pranted under this subsection
for a device if the Secretary determines that
the sonditions applicable to the device under
thils subsection for such exemption are not
met. Such an order may be issued only alter

opportunity for an informal bearing, except -

" that such an order may be issued before the

previzsicn of an opportunity for an informal

Jhearing Uf the Secretary deterinines that the

{whether or not the plan for such testing -

"_has been approved by such committee),

for review for -adeguacy to Jusilfy the com-
mencement of such testing: and, unless the
. plan and report are submitied to the Secre-
tary, submit to the Secretary a summary of
" the plan and a repcrt of prior Investigationg
of the device (Including, where appropriate,
tests on animals)
. (B} promptly notify the Secretary (under
Jsuch elrcumstances and b stuch manner as
. the Becretary prescribes) of approval by o
" Jocal institutional review committee of any
" clinleal testing pian submiited to it in me-
"Q"ﬂ.f“.—"ﬂe with subporagTaph {A);
"{C) In the case of a device to be dis-
tributed to Investigators for testing, obtain
_Bigned agreements from each of such Investi-
gatora that any testing of the device Involva
ing human subjects will be under such 11~
vestigator's supervision and in necordance

with subparagraph (D) and submit such:

agreements to the Seeretary; and

“(D} mssure tiint Informed consent will he
+ Obtained from each human subject (or his
representntive) of proposed cluical testing
involving such device, except where, subject

. under subsection (g) for an exemplion for®
the device from seciion 516 or an order dis- -

to such condltions as-the Secretary may pre- -

scribe, the investipalor conducting or super=
. vising the proposed clinical testing of the
device determines in writing that there exists
- & life threatening situation involving the

human subject of such testing which neces-:

. sltates the use of such device and it 1z not
~Teagible to obtaln informed consent from
. the subject and there Is not suflicient timo
tt? obiain such consent from his representa-
ve,

' .‘The determination required by subparagraph '

(D)} shall be concurred in by a Heeused
- physlcian who is not tnvolved in the tesiing
of 1the human subject with respect to which

such determination is made unless Immedi--

ate use of the device [s required to save the
lfe of the human subject of such Lesting and

there la not suflicient timc t.o obtatn such.

. Conourrance,

-4} (A} An applleation, submitted in ne-.

»¢ordance with the procedures prescribed by
- regulations under poaragraph (2}, for an ex-
emption for a device (other than wn exemp-
tlon from section 516) shall be deemed ap-
proved on the thirllethh duy afier the sub-

conttnuation of testing under the exemptlon
with respect te which ‘the order Is to be’
1ssued will result 1 an unreasonable risk to
the public health.

“Rélease of Safety and Effiectiveness

.: Information

“{h) {1} The Secretary shall promulgate
regulations under which a detailed summary
of Information respecting the safety and
efflectiveness of a device which information
whs submitted to the Secretary and which
wns the basis for—

“(A) an order under section 515(q) (1) (A
approving an app)lcn.tion for premarket pp--
proval for the device or denying approval of
such an application or an order under section
6l5(e) withdrawing epproval of such an
applizatlon for tha device,

“(B) an order under section 515(f) {6) {A)
revoking an approved protocol for the device
an order uncder section BI5(f}(6)({B) deelar-
ing a protocol for the device conpleted or not
completed, or an order under .section 51§
(£ (7) revoking the approval of the deviee,
ar . . .

“(C) mn order approving an applicatlon

approving, or withdrawlng approval of, an
spplication for an exemption under such

-subsection for the device,

shall be made available to the public upon
tssuance of the order. Summaries of infor-
matlon mnde avallable to thls paragraph re-
specting a deviee shall Inciude laformation
respecting any adverse effects on heallth of
the device.

“(2) The Secremry shall promulgate regu-
lations unde - which each advisory cominitiee

- ostablished under section 516 (g) (2} {B) sheall"
" make avallable to the public & detailed sume

maty of information respecting the safety .
and eflectiveness of a device which fnfor-
mation was subimltted to the advisory com-
mittee and which was the basts for its recom-
mendation to the Secretary made pursuant
to section B15(g) (2) {A). A summary of in-
formatfon upon which such & recorminendn-

"tion is based shall be made available pur-
_suant to thls paragraph only alter ithe issu-

misslon of the applicatton Lo the Secretary -

unless on or before such duy the Secretary
by order dlsapproves the appticatlon and
notifles the applicant of the msappmval of
: tho upplicntion

ance of the order with respect to which the
recommendation wns made and eaciy such
suminnry shall include information respects
ing any ndverse efleots on health of the
‘device subject to such order.

‘(3) Any information respecting a device
which iIs made ayvailable pursunnt to para-
graph {1} or (2) of thls subsection (A} may
not be used t oestablish the safety or eflee-
tiveness. of anotlier device for purposes of
thls Act by any person other than the person
who subniltted the Informantion so made
availabte, pnd (B) shall be made avnllahle
pubject lo subsectlon (e} of this scetlon,

“Procecdings of Advisory Panbls and
. Committees .

“{1) Fach advisory panel under section 013

and ench pdvisory commtl,u.e established
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under scctlon. 614(g)}(R) (B} or
515(g) shall make and maintain o transeript
of any preceeding of the panel or eommilttee,

"Each such panel nnd committee shill. delete .

from any transcript made pursuant to. this
subsection Informutlion which nader subsee-’

tton (¢} of tiis scctlon is ot be considered

confldential.
“Traceability Requircment&.

“(}) No regulation under this Act may
fmpose on a type or class of device require-

- ments for the traceability of such type or

class of device unless such requirements are

necessary to ngsure the protection of t,her

public health,
“Resenrch (md Development

(k) "The Secretary may enter into con-
tracls for research, testing, and demonstra-
tions respecting devices and mey oblain de-
viges for research, testing, and demonstration
purposes without regard 1o section 3648 and
3703 of the Revised Stn.tutcs (31 U.S.C. 529,
41 US.C. 5}.

“Transitional Provislons for Devlces Consld-
ered as New Drugs or Antibiolic Drugs
Drugs or Antiblotle Prugs

(1} (1) Any devlce Intended for human
use—

*{A) for which on the date ot enactment
of the Medical Device Amendments of 1876
(hereinafter in this subsection referred to

-as the ‘enactment date’) an approval of an

application submltted under section SOo(b)
was In effect;

“{B) for which such an approval was liled
on or before the enactment date and with
respect to which application no order of
approval or refusing to approve had been is-
sued on such date under subsection (c¢) or
{d) of such seclion;

*{C) for which on the enactiment date an
exemption under subsection (1) of such sec-
tion was in effect,;

“{D) which 15 within a type of device de-'

seribed In subparegraph {A), (B}, or {(Cj

~and s substantially equlvalent to another

device within that type;

*“(E} which the Secretary In a notice pub-
lished in the Federal Register before the
engctment date has declared to hé o new
drug suhiject to section 503 or

“(¥} with respect o which on the enact-
ment date an actlon s pending in & United
States court under section 302, 303, or 304

for an alleged vielation of & provision of sec-

tion 301 which enforces s requirement of
section 505 or for an alleged violation of sec-

. tlon 505(a),
is classified In class XII unless the Sccretary

in response 1o a petition submitted under
paragraph (2} has clessifled such device In
class X or XL,

{2} The mn.nuracturer or lmporter of a
device classlfied under paragraplr (1) may
petition the Secretary (in .such form and
maehner as he shalt prescribe) for the issu-
ance of an order classifylng the device in

class I or class II. Within thirty days of the .

filing of such o petition, the Secretary shall

nolify the petitioner of any deficlencies in -

the petition which prevent the Sceretary
from making a deelsion on the petition, Exe

_¢ept as provided in parapgraph (8) (D) (li},
“within one hundred and elghty days after

the fillng of & petition under this parograph
and atier affording the poiltloner gn oppor-
tunlty for an informal hearlng, the Secreiary
shall, after consultation with the appropriate
panel under section 513, by order efther deny
the petition or order the classification, in

nweecordance with' the erlierin. preseribed by
Csectlon 513(a) (1) (A) or B13(a}{1)(13), of

the device In class X or class IT,
“{8)(A) In the case of a device which 13

* described in paragraph (1) {4} and wiilch is

in ciays ITI~—
“{f}) such device shall on the ennctinent
date be constdered a deviee with an npp:oved

applicatlon under section §ib6, and

section -




" shall apply
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device before Lhe cunelment date under see-
tion 505 shall contlnue to apply to such do-

vice until chenged by the Secretary as au- -

thorized by this Act. .
“{B) In the cnse of a device which lg de-
. serlbod in paragraph (1) (B} and which is
fn class III, an application for such device
shall he considered as having been filed un-
der pection $15 on the ennctment date. The
perlod in.which the Scécretary shall act on
“such application In accordance with section
515(d) (1) shall be one¢ hundred and eighty

days from the enactrnent date {or such -

greater perfod as Lhe Secretary and the npplt-
cant may agree upon the afier the Secrelary
- has made the finding reguired by section 516
() (BB (D)) less the number of days in
the period beginniug on the date an applica-
tion for such device was filed under section
505 and ehding on the enactment dete. After
- the expiration of such perlod such device 1s

required, unless exempt under subsection-

(2), to have in effect an ppproved application
_under sectlon 515. .
“(C) A device which is described in para-

graph (1) (C) and which !s in class EI shall.

ve considered a new drug until the explra~-

tion of the ninety-day period beginnlng on-

the date of the promulgation of regulations
under. subsectlon (g) of thls section, After
the expiration of such perlod such device
is required, unless exempt under subsectlon
(g), to have in effect an approved applica-
tion under section 515. .

“(D} (1} Except as provided in clause (1,

s device which 18 describéd in subparagraph
(D), (E}, or (¥} of paragraph (1} and which-
is in class TII 18 required to have on and
‘gfter the enactment date in effect an ap-
_proved application under section 515, -
“{ity If—
Tar(I) a petition
{2) for m device described in subpavagraph
(D), (E), of {F) of paragraph (1), or
“(I1) sn npplication for premarkel ap-
proval s filed under section 515 for such a
device,
within the sixty-day perlod Leginning on the
enactment date (or within such greater pe-
rlod as the Secretary, aftor making the find-
ing reguired under section 515(d) (1) (B,
and the petitioner or spplicant may agree
.upon}, the Secretory shall act on such petl-
- tion or application in accordance wlth para-~
- graph (2) or scction 516 except that the pe-

rlod within which the Segretary must act on .

the petitlon or appilcation shall be within

the one hundred and twenty-day period be- -

gioning on the date the petition or npplica-
{lon is filed. If such a petition or application
is filed within such sikty-day (or greater)
period, elause (1) of this subparagraph shall
not. apply. to such device. before the expira-
tion of such one hundred and twenty-day
period, or if such petition {s denied or such
application 1is denled mpproval, before the
date of such denlal, whichever occurs first.

“{4)} Any device Intended for human nse -
wns subject to

" the requiremaents of section 507 shatl be sub- " jmstrument, apparatus, implement, machine,

eontrivance, implant, in vitro reagent, of

~which on the enactment date

_Ject to such requirernents as follows:

’ “{A) In the case of such o device which: {8
classlfied into class I, such requirements
shali apply to such device until the effective
date of the regulation ciasslfying the device
into such class,

Te(BY In the ease of such a devlee whicl s
© elassified into class II, such requirements
shajl apply to such device untll the effecblve

_dage of & performance staudard applicnble to
the deviee under section 51t

“(C) In the cnse of such o devlce whicls 18

. olassified Into class III, such requircments

to mich device until the dnle on

wiliteh the device is required to have in ciced
an approved application under section: (4118

P ] f .

devlce under this Act,

is filed under paragrapit -

_means an instrument, apparatus, implement,
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“(1i) the requirementa applicable to such -

REQUIREMEN'S RESPECTING
DEVICES
. “General Rule : L
MSec. 521. () Except as provided {n sub-
section (), no State or political subdlviston
of a State may establish or continue in effect:
willy respect to a device intended for human
use fny reguirement—— - : .
“{1) whkich is diuTerent from, or In addi- -

"STATE AND LOCAL

‘ton 1o, any regulrement applicnble }mder' -

thls Act {o the device, and .
“{2) which relates to the safety or effec-

tiveness of the device or to any other matter

included in a requirement nppiieable to the -

"Exempt Requirements

YD) Upoen applicatlon of o State or & po-
Hbical subdivision thercof, the Secretary
may, by regulation promulgated after notlce
and opportunity for an ornl henring, exempt
from subsection Sa). under such condillons
as may be preseribed in such regulation, o
requirement of such State or political sub-
division applicable to & device Iniended for
Iuman use if— o :

“f1} the requirement 1a more stringent
than o requirement under this Act which
would be applleable to the device if an ex-
emptlen were not 1o effect under this sub-
sectlon; or . -

“{2Y the requirement—

“(A) is requizred by compelling local con-
ditions, and

“(B) compliance with the reguirement
would not cause the devics Lo be In violn-
tion of any applicable requirement under
this Act.” -

CONFORMING AMENDMENTS
Amendments to Sectlon 201

Sre. 3. (a) (1) (A) Paragraph- {h) of sec-
tion 201 is amended to read as follows:

“(h) The terim “device’ {exespt whel used
i paragrepd {(n) of this section and in sec-
tions 301¢1)y, 403(f). 502(c), and GO02(¢))

machine, contrivance, implant, in vitro re-
pgent, or other similar or related artlele, in-
cluding any c¢omponent, part, ot fccessory,
which fs— B

“(1} recognized in the officinl Nntionnl
Formulary, or the Unlted States Pharmaco-
pela, or any suppiement to them, :

“(2) intended for use in the diagnosls of

- disense or other ¢onditions, or Im the cure,

mitigation, treatment, or prevention of dls~
eage, 10 man or other animals, or .

“(8) intended to aflect the structwre or
any function of the hody of man or other -
animals, and . . Lo . .
which does not achleve any of its principal
intended purposes hrough chemical ne-
{lon within or on the bedy of man ¢r other
animals and which fs not dependent upon
helng metabolized for the achievement of uny
of 1ts principal intended purposes.” )

(B) Sectlon 15(d) of ihe Pederal Trade
Commission. Act is smended to rend as foi-
lows: .

“{d} The term "device’ (except when used
in subsection (a) of this sectlon) menns al

other similar or reinted article, lncluding any
compoenenl, pare, or BCCESEOTY, which is—

(1) recognlzed In the oficial Notlonal
Formiary, or the United Stales Pharmaco-
pela, or any supplement to ihem,

*{2) inlended for-wse in the dlagitosls of.
disense or other condiilons, or in ihe cure,
mitlgation, treatment, or prevention of dis-
cnse, in nan or other animaeals, or

“¢3) intended fo alféct the structure of
any funclion of the body of man or-other
anlmals, and : :
which ¢neg not achleve any of itg princlpal
Intended purposes =t.ht'ough cheniieal netlon
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~within or on the bhady of man or other aunl-..
- -malg and which 15 not dependend Gpon belng

metnbollzed for the nchlevement of any of Hs

principal intended purposes.”. . '
{2) Scetlon 201 13 siended by sdding at

the end the following: ) '

- *{yy The term ‘informal henring’ means n
hearing which Is not gubject to scction $54,
550, or 867 of title & of the United Sistes
Code atd which provides for tho fellowlug:

(1) The prestding oficer in the hedrling
shiall be desigunted by the Secretary. from
officers and employees of the Department of
Heallly, Educatlon, and Welfare who have
not participated in any action of the Secre-
tary which is the subject of the hearing and .
who are not directly responsible to an officer

-, or employee of the Department who has par-

ticipated in any such action. .

“(2) Each party to the hearing shall have -
the right at nll times- to be advised and ac-
companied by an ntlorney, . -

“(4) Before the hearing, each party to the
hearing shali be given rensonable notlee of
thie matters to be considered st the hearing,

CIncluding a compreliensive statement of the

basis for the action taken or proposed by
the Becretary which is the subjeet of the
J:heﬂ,ring and a gencral skmmary of the In-
formatiorn which will be presented by -the

. Secretary nb the hearing in support of such

action. .

“(4) At'the neaving the partles to the hear-
ing shall have ihe right to hear a full and
complete stntement of the action of the

“8ecretary which Is the subjlect of the hearing

together with the information and reasons

“supporting such actton, to conduct reason-
- able questioning, and to present any oral or
wrltten informallon relevant to such action.

~ *{b) The presiding officer in such hearing
shall prepare a written report of the hearing
to. which shall be attached all-written mate-
rlal presented al the hearing. The partici-
pants in the hearing shali be glven the
opportunity io review and correct or supple-

-ment the presiding officer’s report of the

hearing. .

"{6) The Secictary may requlre the hear-
ing to be transcribed. A party to the hearing
shail have the right to have the hearing
franscribed af his expense, Any transcription

- of 8 hearing shall be included in the presid-

ing officer's report of the hearing.™,
- Amendmenis to Scctlon 301
() (1) Scction 301 is amended by adding

, at the end the followlug new paragraplhs:

"“{q) (1) The failure or refusal to {A) com-
ply with any reguirement prescribed under
sectlon 518 or 520(gz), or (B) furnish any

" notifleation or other material or infoermation

required by or under scetlon 519 or 520(g).
{2} With respect to any device, the sub-
misslon of any report that 1s required by or
under this Act that 1s false or misleading in
any material respect. 4

“{r) The introduction or delivery Ior in-
troduction into interstate commerce for ex-
port of a device or drug in violation of an
prder issued under section 801(d) (7).”,

(2} Sectlon 301(e) is amended by striking
out “or” belore “512" and by inseriing alter
“{m)" a comma and the followlng: “615(0),
or 51D, -

{3} Section 301({J) is amended by insert-
tng “610," before 512", by inserting “513,
514, 515, 516, G618, 519, B520," before 7047,
and by striking out “or 706" and Inserting
in licu thereof 706, or 07", N )

(4) Seetlon 301(1) Is amended (A) by in-
serting “or device™ after “drug™ ench time
1t occurs, and (B) by striking eul “605” and

inserting in leu thereof “6G5, 615, or-620(g), -

as the ense may he'. .
Amendments 1o Section 304
{c) Scetion 304(a) i4 amended (1) by strik-

ing out “device,” I paragraph (1}, osnd {3)
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py striking out “and” beforo

1“11'(}!‘ b

“*{C)" in parp-

graph (2), and (3) by striking out the perlod .

ab the end of that puragraph and inserting
in liew thereol n comman and the rollowlng:
and [D) Any udulterated. or mishranded
" devices. )
. -Amcndments to Sectlon 501
{d} Sectlon 501 13 amended by adding at
the end the following new paragraphs:
“{a) If It 13, or purports Lo be er is repre-
o sented as, a device which {5 subject to a
perfortnance standard established wnder
. seetion 514, unless such device i$ in all ve-
spects in conformily with such standavd.
“{ry{1) It it s a class 1II device—
© *{AY (1} whigh is required by a regulatlion
promulgated under subsection (b) of section
515 to have an approval under such seetlon
of an application for premnvitet approval
and which 1s not exempt from section 615
under section 520(g), and
“(it(I} for which an application for pre-

", 'macket approval or a notice of compleilon’

of o product development protocel was not
fled with the Secrétary within e nlnety-
cday perled heginning on the donte of the
promulgation’ of such regulation, or

©*(In)y for whkich such an application was
filed and approval of the application hag

. been denled or withdrawn, or such g notice

was filed and hos been dectared not com-
pleted or the approval of the device under
the protocel has been withdrawn;

"{B}{l) which was classified under section.

513{f) 1inio cluss III, which under sectlon
516(a) Is required to have In effect an ap-
- proved applicatlon for premarket approval,
and which is nof exempt from section 515
- under section 520{g), and
“{4) which does not have such an appli-
cation in effect; or .
© "(C) which was classified under sectlon
6520{1} Into elass ITI, which under sucl secs
"~ tion is required to have 1n efTfect an approved
application under seetion 515, and which
" does not have such an application 1n effect,
L. {2y {A) In the case of a device classified
-under section 513({{) Into ¢lass ITT and in-
- tended solely for Investigational use, pars-
“graph (1) (B) shall not apply with respect
_-to such device during the period endlng on
. the alnetieth day after the date of ihe
promulgation of the regulations prescribing
- the procedures and oonditlous requ.:er.i by
section 520(g) (2}.
. “(B) In the case of n cIcv:ce subject Lo o
regulntlon promulgated under subsection (b)

of section 515, paragraph (1) shall not apply’

¢ with respect to such device during the periocd
ending-—

''(1} on the last day of the thirtleth calen-
dar month beginning after the month in
which the classification of the device 1n elass
I became effcetive under sectlon 513, or

“(it}) on the ninctleth day after the.dale of
the promuligation of suéh regulation,
whichever ccecurs later.

“{g) If 1t is & banned device,

“{h} I it Is o device and the methods used -

-in, or the facllitics or controls used for, its
- manufacture, packing, siorage, or nstalintion
T are nol In conformily with applicable re-
Cmilvements under section 5°0(£1 (1) or an
- applicable conditlon prescribed by an order
under section G20(f) (2).
. {1} If it Is & device for which an exemp-
_ tion has been pranted under seection 52{g)
for Invest:pational use and tle person who
was granted such exemptlion or any luvesti-
© gator who uses such device under such ex-

cmption falls to cotaply with o regulrement -

preseribed by or under such section,”,
Amendments to Sectlon 502

- {2} i1y Sectlon 502 s amended by sedding |

at the end the following new parnpraphs:
“fq) In the ease of any resiricted device

distributed or offered for sale In nny State, 1

. €1} 1ts advertising iy fulse or misleading in
- any particular, or (2). it Is sold or otherwise

scribed under section b20(e).

*{r) In the case of mny restrlcted device
distributed or offered for sale i any Siate,
unless the manutacturer, packer, or distri-
butor thereof inctudes In nll ndvertisementa
und other desceriptive printed matter issued
or caused to be lssued by the manufaciurer,
picker, or distributor with respect Lo that

“device (1) a true slatement of the device's

established name as detlned tn section 502(e),
printed prominently and in type at lexst holl
as Inrge as thal 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 eilects, and con-
traludications and, In the case of specilic de-
vices mde subject to n finding by the Sccre-

_tury after notice and opportunily for com-

ment that such action is necessary Lo protect
thie public health, a full description of the
components of such deviee or the formula
snowing  quantitatively each ingredient of
such device {o the extent requlired in reguln-
tions whilch shatl be issued by the Secretary
after an opportunity for a hearing. Except in
extraordtuary circumsiances, no rcgumt.mu
issued under this pardgraph shall require
prior approval by the Secretfary of the con-
tent of any advertlsement and no advertise-
ment of & restricted device, published after

Jthe effective date of this paragraph shall,

with respect to the matters specified in thils
parggraph or covered by regulations issued
hereunder, be subjlect to the provislons of
sections 12 through 15 of the Federal Trade
Commission Act (13 US.C. 52-55)., This
paragraph shall not be applicable to any
printed maller which the Secrctary -deier-
nines to be labeling as deﬂned fn sectien
201(m). .

“{s) If it 1s a device subject to a perfoxm-
ance standard established under scction 514,
unless it bears such labellng or may be pre-
scribed in such performance standard,

i) If it Is & device and there was a [eit-
ure or refusal (1} Lo comply wlth any re-
quirement preseribed under section 515 re-
specting ithe device, or {2) to furnish auny

“material or information rcquired ‘by or under

section 519 respocting the device.”
12y SBection 502()) Is umended by Insevt-

CIng or manner” afler “dosage'’.

Amendments to Section 801
“»(f) (1) Section 801 (d) 13 amended to read
ns follows: .
“{d) (1) A food, drug, device, or cosmelic
intended for export shall not be decmed to

be adulterated or misbranded under this Act

if it-—

"(A) mccords to the speclﬁcauons ol me
foreign purchaser,

“(B) s not in confilet w[th the laws of tho
country to which 1t 1s intended for export,

“{C} is labeled on the outslde of the ship-

ping pacl\nge thut it is intended for export,

alxcl

*“{D) Is not sold or. on'emd for sale in do- -

mestic commerce,

device which does not comply wilth nn ap-
plicable requirement of section 514 or Bi5

or which is a banned device under section -

516 unless, in addition to the reguiremenis
of paragraph (1), the device meets the fol-
lowing requlremends:

“{A} If the device Is intended for export
to a country which has an appropriate health
agency to review the device and authorize
or approve It as safe for Its intended use
{lnelnding Investigational use) wilhin such
country, sueh device may be exportied to th
country only if—

“{1) the device s 50 revicwed and author -

lzed or approved by such agency, and
“{11) notifieation with respect to the ex«
port of the device has been provided the
Secretary in sccovdance with paragraph (8).
“(@)} I the device Is Intended for export
o a country which does not have an ngency
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distributed In vivintlon of regulat.lons pre-

. tlon,

“{2) Paragraph (1) does not apply to any .

Wi

described In subpatragraph (A), such devico
may be exported to such country only If the

Seceretary determines, upon applieation and -

olter provision to the applicnut of oppors
tunity for an informal heating on the np-
plicntion, {hat the exportation of ihe device

to such country 15 noi conirary t.o public .

heatth and safety.

{3} Puragraphy (1) does not apply to an
antiblotic drug for which a regulation or
retense 1s not In effect pursunnt to section
60T unless in addition to the requirements -

‘of paragraph (13, the drug meets the fellow-

ing requirenments:

“(A) If the drug is Intended for export -

to a country which has an appropriaste hentth
agetricy to review the drug and sulhorlze or
approve it as safe for its intended use (in-
cluding Investigational use) within
country, such drug may be expor ted lo such
country only {fe—

"(i) the drug 1s so reviewed and autl\or-
ized or approved by such agency, and

“(il} notification with respect to the ex-,
pori of the drug has been provided the Sec-
retary in tecordance with paragraph (6),

SHT) I the drup I8 intended for export to
a country which does not hove an agency
deseribed in subpuragraph (A), such drug
may be exported to such country only itf the
Secretary determines, upon appllcation and
ofter provision to the applicant of oppeortu-~
nity for an informal hearing ol the applica-.
thnt the exportation of the drug to
stieh counbry s not eontrary to public he‘:ltn
and safety.

“(4) Paragraph (1) does not apply to B
new animal drug, or an animasal feed bearing
or contalning a new animal drug, which ia
unsafe within the meaning of section 510
unless, upeh appleation to make that para-
graph apply to such a drug or feed, the Secre-
tary delermines, after providing notlee and
opportunity for an informal hearing on ihe
application, that—

“(A) 1he drug or feed meets the require-
ments of paragraph (1}, '

={81 its exportation is not contrary (o piib-
lic health and salety of persans within the
United States, and .

“(C){1)y the appropriate hea]th agency- 0!
the country to which the drug or feed is to
he exported has reviewed it and authorized
or approved 1t as safe for Its Iintended use

- lineluding Investigational use} in such coun-

Lry, or

*(il) 1f there Iz no such agency, its expor-
fatlon to such country is not conirmry to
puablic health and safety,

(8} Notwithstanding section 301(d), &

new drug for which an application is not in -

effect pursuant to sectlon 505 may be intro-
duced or delivered for iniroduction -into
Interstate commerce for export Hf the new
druz meets the fellowing requirements:

"(A) The drug meets the requirements cr

paragraph (1).

*“(B) If the drug is intended for export to
o country which has an appropriate health
ageney 1o review the drug and authorize or
approve it ns safe for ls intehded use (ine
cluding investigational use) within such
country, such drug may be cxported to sueh
countryouly if—

“(1Y the drug is 50 reviewed und authorlzed

or approved by such ngency, and’

“{fl} notlfication with respect to the export .

of the drug has been provided the Sceretary
In accordance with pgragraph (8). {

"{C) 1t the drug is intended for export ta
f country which does not have an agency
described in subparagtaph (A), such drug
may he exporied Lo such country oniy if the
Seeretary delermines, upon appiication and

after provislon to e applicant of oppor-. .

tunity for an informal hearing on the npplis
cation, that the exportation of the drug to -
such country is not contrmy to publlc heuitl, :
and sufely,

“(6){A) Each person who 5 reqguired wJ

such
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reglister under section 510 and who proposes
to tniroduce or deliver for Introductlon info
interstate commerce for esport— )

“{1) any device which does net comply
with sn applicable requirement of section

. bl4 or 515 or which Is -a banned. device

- {Including

‘introduced or delivered
_ into Interstate commerce for cxport during

under section 516,

*(i1) any aontiblotle drug for which a
regulation or reteaso 1s not in elfect pur- ~

suant to section 507, or

. (11} any new drug for which an applica-’
_ tion Is nok in effect purstant to section 605,

shall, on an apnual basis and: In secordnnce
with regulations preseribed by the Secretary
submit to the Sceretary the notice prescribed
by subparagraph (B} If the couniry to
which such device or drug is Intended for
cxport has an appropriaie health agency to
review the drug or device and to asuthorize
or approve tt as safe for its intended use
investigetional wuse) in such
country. A notice pursuant to tbls sub-
paragraph may he amended in accordance
with regulations of the Secretary.

“(B) The¢ notlce requued by  subpara-
graph (A) shall—

“(1) identify each drug and device de-
gcribed in subparagraph (A) which Is to be
for introduction

. the twelve-monlh period beginning thirty

days after the date the notice is submitted,
©of(il} identify the counlries to which each
guch drug and device will be exported, and

" (§if) demonstrate to the satisfaction of
the Secreiary thal each such deviee and
drug complies with the requirements of
paragraph (1) and has been reviewed by
the appropriate health agency of the coun-

-try to which it is being exparied and such

agency has authorized or approved It as

‘safe for its Intended use (including Investi-

. gational use) in such country.

“(7} The Secretnry may, after providing

‘notice. and oppertunity for informal iear-

ing, issue an order prohibiting the introduc-
tion or delivery for: introduction in. mter-

- state commerce for export of any—

“{A} device which does not comply with

‘an applicabie requirermen( of section 514 or

5156 or which is a banned device under sec-
tion 516,

“{B)} antiblotic drug for which a regula-
tlon or release Js mot in effect pursuant to
section 507,

“(C) new drug for which an application
iz not In eflect pursuant to sectlon 503, or

“(D)} new ahimazl drug, or an animal feed

-bearing or containing a new aimal drug,

wirlely is tmsafe within the meaning of sec-
tlon 612 and with respect to which an appli-

.eatlon has been approved under poragraph

{4} of this subsection,
if the Secretary deterinines that lhe expord
‘ot such device, drug, or animal feed s In-

- conslstent with the health and safety of

persons within ihe United States.”.

{2} Bectiom 801{a) (1} is amended by in-

"scrtlng afler "conditions™ the following: "or,

in the case of a device, the methods used i,

. and the facilitles and controls used for, the

mantifacture, processing, aund packing ond

- installalion of the device do not conform to
the requirements of section 520(£)".

REGISTRATION OF DEVICE MANUFACTURERS

Sec. 4. {2} Sectlon 510 if. smended as fol-
lows?

(1) The secllon hcndlnn is nmcndcd by
inserting “axp pevices™ nfter “prues’.

(2) Subsection (a) (1} Is mmended by in-

serting “or device package” after “drug pack-
age™; by insexting *or device” after “the
drug"' ‘and by lnserting “or user" after “con-
sumer™,

(3) Buabsections {b) (¢}, and (d)} aro
amended by Inserting “or a device or devices"
after "drugs” each time It ocenrs.

{4} Subscctlon {e) s amcnded by adding
at the end tho following: “The Seccratary
may by xcgulation prescribe s unlferm sys-
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- "drug contalned in suel list!

cand,

tem for the ldentlfication of devices inlended
for human use and may require that persons

who are requlred Lo st sueh devices pursu- -

ant to subscction (1) #hall st such devices
In aceordanee wlth suclt sygtem,”,

{5) Subsecctlon (g} 18 mnended by tusert-
ing "or devices” afler "drugs' ¢ach time such
term ocenrs in paragraphs (1), (2). and (3)
of such suthsectlon,

(6) Subscction (h) is amended by inserb-

g alter “"T01 and” the followlng: "evéry

-such establlshment engaped In the manu-

facture, propapation, compounding, or proc-
essing of a drug or drugs or of a device or
devices classified in class I or III,

(7) The first sentence- of subsection (i) Is
amended by inserting *, or a device or de-

viens,” ofter “drug or ch'ug“’. and the sec-

ound sentence of such subsection Is amended
by inserling *“shall reguive such estabilsh-
ment to provide the informatton required by
subsection (i) in the case of a device or de-

vices and™ inwnediately before “shasll in-
clude™ and by inserting “or deviges™ after
“drugs™,

(8) Subscetlon (f) is amended—

{A) 1n the matter preceding subparagraph
(A) of paragraph (1), by striking out “a list
of all drugs (by established nnme” and in-
serting in leu thereof a list of all drugs and
a list of &ll devices and a briel statement
of the basis for believing thoat each device
includded i the list is a device rathor than &
drug (with eaclt drug and device in each list
listed by lis established name", aud by strik-
ing out “drugs filed” and inserting in Heu
thereof “drugs or devines filed'’;

(B} in paragraph (1) (A), by siriking out
“such list” and inserting in licu therec{ “the
epplicible list”; by Inserting "or a device
intended for human use contained in the ap-

‘plcable lst with respect to wihich s per-

farmance standard has been established

“under section §i4 or which 1s subject to see-

tlon 5156, after “512,"; and by inserting “or
device™ after “such drug™ each- time i
appears; '

{CY} in paragraph (1) (B}, hy striking out
hefore elause
{i) and inserting in licu ihereol 'drug or
device contalned in an applicable H=g™;

(D) by amending clause (1) of paragraph
(1} (B} toread as follows— ’

“(i) which drug i3 subject to section 503
(b} (1), or which device I8 n restricted device,
o copy of rll laheling for such drug or deviee,
a representative sampling of advertlsements
for such drupg or device, and, upon requcst
made by the Sceretary for good cnuse, & Copy
of all adverlisements for o par L:cular drug

-product or device, or'’

(E) by amending clause (if) of p'lmg,rnph
{1) {B} to read ag follows:

“{it) which drug is not subject to scctlon
503{b) (1) or which device is not a restricted

device, the label and package Insert foc such -

drug or device and a representative sampling
of any other lahellng for such drug or de-
vice;™;

(F) ln paragraph (1) (C) hy striking out
“such st and Inserting “an applicable st
in lleu thereof: '

{G} In poragraph (1) (D), by striking out
“the lst" and inserting. in lleu thereol 'a
list™; Ly Inserting “or. the particular device
contained In such Hst 1s not subject to n
performnnce standard established under sce-
tion 514 or to sectlon 515 or is not o re-

stricted device" after "512,";-and by insert-

ing "or device” aftor “particular drug proc-
uct” each place 1t occurs: and

(1) in paragraph (2), by ingerting “or
device” after “drup” ench $ime it appears
in paragraph  (2){C), by Iaserting
“each™ before by establlished name®,

() Such scetion Is amended by adding ait-
er subscellon (]} tho following now subsec-

- tlon:

“{k) Fach person who lt. required to regis-
ter under -thig sectlon and who- proposes to

beogln the inlreductlon or delivery for tntivo-

MECORD — HOUSE

‘March 9, 1976

duction into Inlerstnle commerce for com-
mercial distributlon of o device Intendéd for
human use shall, at least ' ninety dways belore
making such intreduction or dellvery, report
to the Sceretiry {(in such form.and manuer
as the Scerelnry shall by regulalion
scribe}—

“{1) ihe class In wiich the device is classi- -

fied under seclion 613 or if such person de-

termines that the device 1s ol classifed un--
der suchi section, o statement of that deter- . -

mination and tha basls for auch person’s de-

Aermination that ihe device Is or is net so

clossified, and

“{2Y action faken by such person to com-
ply witli requirements under section 514 or
615 which are applicable to the device)”.

{11 (1) Scction 301(p) Is amended by strik-
ingout "610(1},"” and Inserting in Hew thercef
"’JO(}) or 510(k).". .

(2) Secction 50”(0) is a’mended (A) by
siriking out “Is a drug and"” and (8) by in-
serting Bbefore the perlod a commea and the
following: *“if 1t was not included In a jist

- requlred by section 510(]), if a notice or other

informalion respecting it was not provided as
requlred by such section or section 610(k}), or
1f it does not bear such symbois from the uni-
form system for itdentification of devices prew

scribed under section 510(e) as the Secre-.

tary by regulation reguires”.

(3) The second sentence of section 801(a)
{5 amended by inserting *“or dewices” afier
“drugs’ cach time It oceurs.

DEVICE ESTABLISHED AND OFFICIAL, NAMES

Sec. 5. {a) (1} Subparagraph (1) of section
§02{e) ls amended by striking out “subpara-
graph (2)" and Inserfing in lieu thereof
"subparagraph (3",

(2) Subparagraph (2) of such sectfon iy
recdesignated as subparagraph (3) and Js
amended by striking out “this paragraph
{e)" and inserting in ileuw thereof "subpars-
graph (117,

(3) Such actlon is amended by adding aft-
er subparagraph (1) the following new suly-
paragraph:

“{2) If it Is a device and it has an esiab-
lisited name. urnless its label beers, to the
exclusion of any other nonproprietary name,
its established name {as defined in peragraph
{4)) prominenily printed I iype at least
hall as large as that used ihercon for any

_proprietary name or designation for such de-

vice, except that to the extent compliance
with the requlrements of Lhis subparagraph
is Jmpracticabie, exemptions shall be estab-

lished by regulations pmmulgated by the '

Secretary.”.
{4} Buch actlon is amended by adding ait-

er subparagraph (3) (as so rodesigmted) the
following:

“(4) .As used In- subparagraph (2), the-

lerm ‘established name' with respect to a
device means (A) the applicable | officlal
name ol the device designated pursuant. to
seetion 6508, (B) If there 13 1o such name
and such devico is an artlcle recognizeg in

~n1x officlal compendiunt, then the offeial title

thereol In such sompendium, or (C) if nel=
tiier ¢lause (A) nor clause (B). of this sub-
poaragraph applies, then any common or usual
name of such device.”,

{b} Sectlon 508 Is nmended (1) in subsec
tions (a) and (e} by adding “dr device™ nfter
"trug” cach lime it appears; (2) in suhsce-
tion (h} by adding. afier “all supplemenis
thereto,” the followlng: “and at such tlmnes

- a8 iz may deent necessary shall cause o re-

view to Be made of the official names by
which devices are ldeniified in any official
compendhum {and all supplements thereto) )
(3) in subsection {c}(2) by adding “or de-
vige™ afler “single drug™, ond by ndding “or
to two or more devices which are substan-
tinlly equivalent In .design nand puarpose”
after “purlty,” {1} In subsection (¢) (3} by
adding “or devlec”
after “drugs or drugs” each time il appears;

pre-

after "uscfal dogg’, and

e
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‘and (5} In subyection (d) by rdding *or de-
vices'” after “drugs’,
INSPECTIONS RELATING TO UDEVICES |
o - BEc. 8. (a) The second zertence of sub-
section () of sectlon 704 (21 U.B.C. 374) W
amended by lnserting "or restricted. dovices™
- after “prescription drugs” both  tlmes It
| f&ppears.

(b) The third sentence of such subsectlon

{s emi¢nded to rend as follows: "No {nspec-
- tion suihorized by the preceding senfence
shall extend to financial date, salesd dotn other
than shipment data, pricing dula, personnel
© data (other than data as to quallficetions of

technlical and professional personnel per- .

" forming functlons to this Act), and research
data (other than data relating to new drugs,
- antibiotic drags, and devices and subject to
reporting and ingpection under repuintions
Iawfully lssued pursuant to section 506(1)
or (), section 507{d) or (g}, section 519,

or B20{g}), mnd data relating to other drugs

" or devices which in the case of a new drug
. would be.subject to reporting or Inspection
. under lawiul regulations issued pursuant to

section 505(J)}.”

{c) {1} Paragraph (1} of the slxth sentence
- of such subsectien is amended by insarving

“or devices' after "drugs” each time it

oceurs, .

A2 I’nmgrap‘h {2) of that sentence Js
-amended by inserting ', or prescribe or use
" -devices, s the case may be,” after “adminlster
drugs”; and by inserting “or manufacture
or process devices,” nfter ''process drugs”.

{(3) Paragraph (3) of thnt senlence is
amended by inserting ¥, er manufaclure or
process devices,' afler "process drugs'.

{d} Seegtilon 702 Is nmended by adding at
the end the followlny new subscction:

“{8) Every person required under section
518 or 520{g) to maintain records and every
: person who I3 in-charge or custody of such

- records shall, upon request of nn ofifcer or

. employee designated by the Secretary, permit

such officer or employee at all reasonable
““times to have access to, and to copy aund

verlfy, such records.’, -
ADMINISTRATIVE RESTRAINT

-S_Ec. 7. {n) Sectlon 204 ls nmended by add-
ing at the.end the following new subsection:
“{g) {1y If during an inspeclion conducted
under section 704 of & facility or a vehiele, a
- device which ihe oificer or ¢inployee making
the Inspectlion has reason 1o believe is adul-
terated or misbranded is found in such focll-
ity or vehicle, such cfficer or employee may
order the device detained (in arcordance
with regulatlons prercribed by the Secre-
{ary) for a reascnable perlod which may not
exceed ftwenty days unless the Secrelary de-
termines that a period of detentlon greater
than twenly days Is required to instilute an
- action undér subsection (a) or section 302,
in which ease he may nuthorize a detention
period of not fo exceed thirty days, Regule-
tlons of the Secrelary prescribed under this
Cparagraph shall reqguire that belore a device
may be ordered detained under this para-
- graph the Secretary or an officer or empioyee
. desipnated by the Sceretary approve such
Corder, A detentlon order under this para-
‘graph may reqguire thé Inbeling or marking
of a device during the perlod of its detention
for the purpose of ldentifying the device as
detalned, Any person who wounld be entliled
to clalm n devies I 1L wers selzed under sub-
sectlon (a) may appesl to the Sceretary a
detentlon of such device under this parp-
graph, Within five days of the date an ap-
. peal of n detentlon is flled with thie Secro-
- lary, the Sceretary shall after nffording op-
portunity for an informal hearing by order
ceoniirm the detention or revoke it,
o "(2) {A) Exccpt as authorlzed by subparn-
‘graph {B), a device subject to o detention
. order lssued under paragraph (1) shall not
e moved Ly uny person from tho pluce ab
which' 1t is ordered detained until—
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{1} released by the Secretary, or - .

(i) tho expirailon of the detention pe-
riod applicable to such Drd.cr
whichever occurs first.

“{B) A device subject ton dcteuu:m ordcr
under parsgraph (1) may be moved— -
. (1) in accordance with regulations pre-
scribed by thie Secrctary, and

{11y if not In final form for shipment, fv.t
ihe discretton of the manufactirer of the
device for the purpese of completing -the
work reguired to puf 16 i such forme.',

(I} Section 301 Is rinended by adding afier
ihe paragraph added by section 3(b) (1) the
following new paragraph!

{8} The movement of a device ih viclatlon
of an order under sectlon 304{g) or the re-
moval or alteration of any mark or label
required by the order to identl!y the device
as detalned.”.

CONFIDENTIAL INFORMATION; PRESUMI’TION

Sec. B. Chapter 7 is amended by adding at

the end the following new sections:
“CONFIDENTIAL INFORMATION
“SEe. 707, 'The Secretary may provide any
SAnformation which is exempt from discleo-
sure pursuant to subsection (a) of section
652 of tlile 5, Unlted States Code, by reason
of subsectlon (b)(4). of such section o o

~person other than au oflicer or employes of

the Department i the Secretary determines
such other person requbres the information
in connection with an activity which 1is
undertaken under contract with the Soccre-
tary, which relates to the administration of
this Act, and with respect to which the Sec-

© retary (or awn oflicer or employce of the De-

partment) js not prohibited from using such
information, The Secretary shall require as
a condition to the provision of information
undeyr ihls section that the persen recefving
it take such securlty precautions respecting
the Information as the Secrelary may by
regulation pxncnrihn :

"PRESUMPTION

"Scé, 708, In any action to enforce the re-
gulrements of this Act respecting o device

the conuectlon with Interstate commetce
recuired for jurisdictlon in suceh agtion shall
be proesuned to exlst.'”. .
" COLOR. ADDITIVES

Src. 9. {a} Scetlon 706 i1s amended (1) by
inserting “or device” after “drug” each time
it ocowrs, (2) by inserting or devig¢es” after
“tdrugs” each-time it ocenrs, and (33 by ndd-
ing ai the end of subsection {a) the follow-
ing new sentences: "A color additive for use
In or o a device shall be subject (o this sec-
tion only if thé color addiiive comes in direct

contact with the body of man or other an- -

imals for a significant period of tlme. The
Becretary may by regulation designate the
uses of color ndditives in or on devlees whlch
are sublect this section.'.
(b) (1) Scctlon 501{q) 11-. rnended (AY by
inserting "(3) 1if {ts" in leu of “{3) if it is a
~drug and 118" (2) by inserting.''(4) if (A)
It bears or contains” in liew of “(4) if (A)
it is o drug which bears or contains"; and
(3) by inserétnpg “'or devices™ uftex “dmg 5"
in subclause (B) of ¢lause (4).

(2) Scction 502(m) ls amended by str;kmg .

out “in or on drugs™.

ASSISTANCE FOR SMALL _:MANUFACTURF.RS
OF DEVICES ' )

8e¢, 16, The Secretary of Health, Bduca--

tlon, and Welfare shall establish within the
Depurtment of Heatih, Edueation, and Wel-

Tare an identifiable ollice Lo provide technlenl-

sud other nonfinancial assistance Lo small
manuincturers of medical devices o assist
1hem v complying with the requirements
of ihe Food, Drug, nmt Cosmeile Aect, ay
amended by this Act,

The motion wus agreed to.
_ The Senate bill ways ordéred to be read
a third time, recad the third time, and

laid on the table,

The title was amended to 1‘ead'as fol-
lows: “To nmend the Federal Food, Drug,
and Cosmetic Aet fo provide for the
safety and cffecliveness of medical de-
viees Intended for human use, and for
other purposes.™

A motion to reconsider was Inid on the
table.

A similar House bill (H R. 11124 was
laid on the table.

GENERAL LEAVE

Mr. ROGERS, Mr. Speaker, I ask
unanimous consent that all Members
may have 5 leglslative days in which to
revise and extend their remarks on the
bill just passed. .

The SPEAKER pro tempore. Is there
objection to ihie request of the gentlemat:
from Florida?

There was no ohjection.

- FURTHER ‘\’IESSAGF TROM THE:
SENATE -

A further message of the Sena.,e by

Mr, Sparrow, one of its elerks announced
that Mr. Cyorerr and Mr, SYMINGTON be
additional conferees, on.the part of the
Scnate, on the bill (S, 2662) ‘entitled “An
act to amend the Forelgn Assistance Ack
of 1961 and the Foreign Military Sales
Act, and for other purposes.”

SUMMER YOUTH UNEMPLOYMENT .

\V; MITCOHTLL of mary}and asked

and was given permission to address the

House for 1 minute, to revise and extend

his remarks and include extraneous mat-
ter) - '

Mr. MITCHELL of Maryland. NMr.
Speaker, you and most of my colleagues
here in the Ceongress are painfully aware
of the massive problem of unempicyment
which currently besets our Nation. With
the national unemployment rate hover-
ing around & percent and rates among
certain categories of blacks approaching
as much as 40 to 50 percent, slow con-
gressional action juxtaposed with recalei-
trant administration policy weakens the
fnith of millions of Americans in their
Government as each day passes,

Soon, very soon, the already unbear-- '

able unemployment problem will bhe
preatly agsmravated as school  systems

agross the eountry close their doots for

the summer and, therefore, leave mil-
lions of young peonle with idle hands and

empty pockets. This situation hag been
accumately delined in a Baltimore te\e—

vision editorial as “dynamite.”

The editorial, presented by WJIE-TV 13
General Manager Joel A, Segall apily
deseribes the desperation of this situa-
tion n my city of Baltmmre by 1)0111t1ng
el

It you're'currcnt]y sup])ortlng yourselt_

and n famity, do you remember when every-
body plagued you wiliys the questlon, “What
arg you going Lo do when you prow up? wWell,
loday for millions of young polential wage
earners In this so-cnlled wiflugnt soclely, that
question Is tonded with dynamite. Let's Lake

“the Baltimore wrea atone, where the problum

of unemployed youlbs hins Intensliled racial
resentment and the already frightening crime

H 1759

passed, and n motlon to 1'econsicler was
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