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Proposed Rule Making

DEPARTMENT OF AGRICULTURE
Agriculturai Marketing Service

[7 CFR Part 1050 1

MILK IN THE CENTRAL ILLINOIS
MARKETING AREA

Notice of Proposed Suspension of
Certain Provisions of the Order

Notice is hereby given that, pursuant
to the provisions of the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601 et seq.), the sus-
pension of certain provisions of the order
regulating the handling of milk in the
central Illinois marketing area is being
considered for the month of August 1972.

All persons who desire to submit writ-
ten data, views, or arguments in connec-
tion with the proposed suspension should
file the same with the Hearing Clerk,
Room 112-A, Administration Building,
U.S. Department of Agriculture, Wash-
ington, D.C. 20250, not later than 3 days
from the date of publication of this notice
in the FEDERAL REGISTER. -All documents
filed should be in quadruplicate.

All written submissions made pursuant
to this notice will be made available for
public inspection at the office of the
Hearing Clerk during regular business
horus (7 CFR 1.27(b)).

The provisions proposed to be sus-
pended are as follows:

1. In § 1050.14, paragraphs (c) (2)
and (3).

Statement of consideration. The pro-
posed suspension action would permit
unlimited diversion of producer milk un-
der the central Illinois order for the
month of August 1972 under the same
rule of unlimited diversions as applied
in May, June, and July 1972.

The suspension action was requested
by Associated Milk Producers, Inc. The
producer association claims that such
action is necessary in order to enable its
member producers to maintain producer
status under the order for the month of
August. A distributing plant to which a
number of the association's member pro-
ducers ship has been experiencing a de-
cline in Class I sales along with an in-
crease in Class If sales. Specialization in
Class II products at this particular plant,
lack of Class I sales to schools during
August, and increasing competition from
other handiers were cited as reasons for
the current situation. Suspension of the
diversion limitations was requested to
facilitate the orderly disposition of re-
serve milk and to provide continued pro-
ducer status for the aforementioned
producers under the order.

Signed at Washington, D.C., on Au-
gust 9, 1972.

JonN C. BLuW,
Deputy Administrator,

Regulatory Programs.
[FR Doc.72-12M Fled 8-11-72;8:48 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Food and Drug Administration

[21 CFR Part 130 1

LEGAL STATUS OF APPROVED LA-
BELING FOR PRESCRIPTION DRUGS;
PRESCRIBING FOR USES UNAP-
PROVED BY THE FOOD AND DRUG
ADMINISTRATION

Notice of Proposed Rule Making
The widespread use of certain pre-

scription drugs for conditions not named
in the official labeling has led to ques-
tions concerning the legal responsibilities
of the prescribing physicians, and the
position of the Food and Drug Adminis-
tration with respect to such use. Accord-
ingly, the Commissioner proposes to add
a new regulation clarifying the applica-
ble legal requirements and specifying ac-
tions that may be taken by the Food and
Drug Administration with respect to un-
approved uses of approved prescription
drugs.

Section 505 of the Federal Foqd, Drug,
and Cosmetic Act prohibits the introduc-
tion or delivery for introduction into In-
terstate commerce of any new drug with-
out the filing of an investigational new
drug plan or approval of a new drug ap-
plication. Unlike the adulteration and
misbranding provisions of the Act, the
new drug provisions apply only at the
moment of shipment in Interstate com-
merce and not to action taken subsequent
to shipment in interstate commerce. In
United States v. Phelps Dodge Mercan-
tile Co., 157 F. 2d 453 (9th Cir. 1946),
cert. denied, 330 U.S. 818 (1947), the
court held that violations while products
are held for sale after interstate ship-
ment did not come within the Jursdic-
tion of the Act. As a result of that deci-
sion, Congress enacted the Miller amend-
ment of 1948, 62 Stat. 582, amending
section 301(k) of the Act to extend the
reach of the adulteration and misbrand-
Ing provisions of the Act to violations
after interstate shipment. The 1948
amendment did not, however, also ex-
tend the reach of the new drug provi-
sions of the Act, which are separate from
the adulteration and misbranding provl-

slons, to action taken after Interstate
ahipment.

The major objective of the drug provi-
sions of the Federal Food, Drug, and Cos-
metic Act is to assure that drugs will be
safe and effective for use under the con-
dctions of use prescribed, recommended,
or suggested In the labeling thereof Thus,
new drug approval and antibiotic drug
certification are regulated by law, boeth
in the prescriber's and the patient's In-
terest. When a new drug Is approved for
marketing, the conditions of use that
have been approved are required to be set
forth in detail in the official labeling.
This labeling must accompany the drug
In Interstate shipment and must contain
adequate Information for safe and effec-
tive use of the drug, including: Indica-
tions, effects, dosages, -routes, methods,
and frequency and duration of adminis-
tration, contraindications, side effectS,
and precautions. The labeling is derived
from the data submitted with the new
drug application. It presents a full dis-
closure summarization of drug use Infor-
mation, which the supplier of the drug is
required to develop from accumulated
clinical experience, and systematic drug
trials consisting of preclinical investiga-
tions and adequate well-controlled clini-
cal investigations that demonstrate the
drug's safety and the effectiveness it pur-
ports or is represented to possess.

If an approved new drug is shipped in
interstate commerce with the approved
package insert, and neither the shipper
nor the recipient intends that it be used
for an unapproved purpose, the require-
ments of section 505 of the Act are satis-
flied. Once the new drug is in a local
pharmacy after interstate shipment, the
physician may. as part of the practice of
medicine, lawfully prescribe a different
dosage for his patient, or may otherwise
'ary the conditions of use from those ap-
proved in the package insert, without in-
forming or obtaining the approval of the
Food and Drug Administration.

This interpretation of the Act is con-
sistent with congressional intent as indi-
cated In the legislative history of the
1938 Act and the drug amendments of
1962. Throughout the debate leading to
enactment, there were repeated state-
ments that Congress did not intend the
Food and Drug Administration to inter-
fere with medical practice and references
to the understanding that the bill did

not purport to regulate the practice of
medicine as between the physician and
the patient. Congress recognized a
pUtient's right to seek civil damages in
the courts If there should be evidence of
malpractice, and declined to provide any
legislative restrictions upon the medical
profession.
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PROPOSED RULE MAKING

In the 1938 Act and the 1962 amend-
ments, however, Congress clearly re-
quired the Food and Drug Administra-
tion to control the availability of drugs
for prescribing by physicians. Under the
1938 Act, a new drug could not be mar-
keted unless a new drug application
establishing the drug's safety had been
allowed to become effective by the Food
and Drug Administration. Under the 1962
amendments, no new drug is permitted
on the market until the Food and Drug
Administration approves a new drug ap-
plication demonstrating both its safety
and effectiveness.

Under the 1962 amendments, more
over, the Food and Drug Administration
is required to review the labeling for
every new drug, including the package
insert for prescription new drugs, and to
approve it as not false or misleading in
any particular. In approving the labeling
the Food and Drug Administration must
determine both that the content is en-
tirely truthful, and that it omits no in-
formation pertinent to the safe and effec-
tive prescribing of the drug by the physi-
cian. Congress intended the labeling to
be a full, complete, honest, and accurate
appraisal of the important facts that
have reliably been proved about the drug.

Thus, although it is clear that Congress
did not intend the Food and Drug Ad-
ministration to regulate or interfere with
the practice of medicine, it is equally
clear that it did intend that the Food
and Drug Administration determine
those drugs for which there exists sub-
stantial evidence of safety and effective-
ness and thus will be available for pre-
scribing by the medical profession, and
additionally, what information about the
drugs constitutes truthful, accurate, and
full disclosure to permit safe and effec-
tive prescription by the physician. As the
law now stands, therefore, the Food and
Drug Administration is charged with the
responsibility for judging the safety and
effectiveness of drugs and the truthful-
ness of their labeling. The physician is
then responsible for making the final
judgment as to which, if, any, of the
available drugs his patient will receive
in the light of the information contained
in their labeling and other adequate sci-
entific data available to him.

Although the Act does not require a
physician to file an investigational new
drug plan before prescribing an approved
drug for 'ftnapproved uses, or to submit to
the Food and Drug Administration data
concerning the therapeutic results and
the adverse reactidns obtained, it is some-
times in the best interests of the physi-
cian and the public that this be done. The
physician should recognize that such use
is investigational, and he should take ac-
count of the scientific principles, includ-
ing the moral and ethical considerations,
applicable to the safe use of investiga-
tional drugs in human patients. When
the results of treatment are reported
completely and accurately the data may
be helpful to patients and physicians as
well as to the Food and Drug Adminis-
tration. Such information can lead to
warnings against dangerous unapproved
uses, or, on the other hand, to acceptance
of previously unknown uses.

Physicians have been concerned that
the failure to follow the labeling of a
drug may render them unduly liable for
malpractice.

Although labeling, along with medical
articles, tests, and expert opinion, may
constitute evidence of the proper prac-
tice of medicine, it is not controlling on
this issue. The labeling is not intended
either to preclude the physician from
using his best judgment in the interest
of the patient, or to impose liability if he
does not follow the package insert. A
physician should recognize, however, that
the package insert represents a summary
of the important information on the con-
ditions under which the drug has been
shown to be safe and effective by ade-
quate scientific data submitted to the
Food and Drug Administration.

Where the unapproved use of an ap-
proved new drug becomes widespread or
endangers the public health, the Food
and Drug Administration is obligated to
investigate it thoroughly and to take
whatever action is warranted to protect
the public. Several alternative courses
of action are available to the Food and
Drug Administration under these circum-
stances, depending upon the specific
facts of each case. These actions include:
Requiring a change in the labeling to
warn against or to approve the unap-
proved use, seeking substantial evidence
to substantiate the use, restricting the
channel of distribution, and even with-
drawing approval of the drug and re-
moving it from the market in extreme
cases. When necessary, the Food and
Drug Administration will not hesitate to
take whatever action of this nature may
be required to bring possible harmful use
of an approved drug under control.

Section 1.106 of the regulations (21
CFR 1.106) requires the labeling to con-
tain appropriate information with re-
spect to all intended uses of the drugs.
Thus, where a manufacturer or his rep-
resentative, or any person in the chain
of distribution, does anything that di-
rectly or indirectly suggests to the physi-
cian or to the patient that an approved
drug may properly be used for unap-
proved uses for which it is neither labeled
nor advertised, that action constitutes a
direct violation of the Act and is punish-
able accordingly.

The Commissioner believes it im-
portant that the public, the medical pro-
fession, and the pharmaceutical industry
fully appreciate the statutory provisions
enacted by Congress that are controlling
under these circumstances.

Therefore, pursuant to provisions of
the Federal Food, Drug, and Cosmetic
Act (sec. 505, 701, 76 Stat. 781-785, as
amended, 52 Stat. 1055-1056; 21 U.S.C.
355, 371) and under authority delegated
to the Commisioner (21 CFR 2.120), it is
proposed that the following new section
be added to Part 130:
§ 130._.... Legal status of labeling, in-

eluding package inserts and product
brochures, for prescription drugs;
prescribing for uses unapproved by
the Food and Drug Administration.

(a) The Food and Drug Administra-
tion approves labeling for a prescription

new drug as part of the new drug ap-
proval process. Supplemental new drug
applications may periodically result In
revision of the labeling.

(1) The labeling approved by the Food
and Drug Administration in a prescrip-
tion new drug application summarizes all
information with respect to the condi-
tions of use for which substantial evi-
dence is available to the Food and Drug
Administration that the drug is safe and
effective.

(2) A prescription new drug may not
be shipped in interstate commerce when
intended for uses not contained in the
currently approved labeling. Such un-
approved uses may include, inter alla, a
different dosage, or a different patient
population, or a different regimen, than
that approved. Section 505 of the Federal
Food, Drug, and Cosmetic Act requires
that a manufacturer, physician, or other
person who ships or requests shipment of
a prescription new drug in interstate
commerce with the intent, or for the
purpose, of an unapproved use must first
file with the Food and Drug Administra-
tion an investigational new drug plan as
set out in § 130.3.

(3) Once a prescription new drug has
been shipped in interstate commerce in-
tended for its approved use(s) under ap-
proved labeling, the Federal Food, Drug,
and Cosmetic Act does not require a
physician to file with the Food and Drug
Administration an investigational now
drug plan in order to lawfully prescribe
the drug for an unapproved use, when
such prescribing Is done as part of the
practice of medicine.

(b) When an unapproved use of a new
drug may endanger patients or create a
public health hazard, or provide a benefit
to patients or to the public health, the
Food and Drug Aduilntstration Is obli-
gated to take oe or more of the follow-
Ing courses of action:

(1) Revision of the package insert
may be required to add a specific contra-
indication or warning against the un-
approved use.

(2) The manufacturer may be re-
quired to obtain and submit the available
data with respect to the unapproved use,
or to sponsor clinical trials to determine
the safety and effectiveness of the drug
for the unapproved use.

(3) If substantial evidence of safety
and effectiveness Is available, revision of
the package insert may be permitted or
required to add the unapproved use as
an approved use and to state the condi-
tions under which the drug is safe and
effective for that use.

(4) Revision of the package insert
may be required to state that a prescrip-
tion for the drug should not be refilled.

(5) Revlsion of the package insert
may be required to state that the drug
should be distributed only through
specified channels (e.g., hospital phar-
macies) and/or should be prescribed
dispensed, or administered only by phy-
sicians with specified qualifications.

(6) The investigational new drug au-
thority, as well as the new drug approval
authority, may be invoked to Imposo a
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requirement that the drug may be dis-
tributed only through specified chan-
nels and/or may be prescribed, dis-
pensed, or administered only by
physicians with specified qualifications.

(7) The package of the drug dispensed
to the patient may be required to con-
tain a package insert containing appro-
priate information for the safe and ef-
fective use of the drug by the layman.

(8) The approval of the new drug ap-
plication may be revoked.

Interested persons may, within 60
days after publication hereof in the
FEDERAL REGISTER, file with the Hearing
Clerk, Department of Health, Education,
and Welfare, Room 6-88, 5600 Fishers
Lane, Rockville, Md. 20852, written com-
ments (preferably in quintuplicate) re-
garding this proposal. Comments may be
accompanied by a memorandum or brief
In support thereof. Received comments
may be seen in the above office during
working hours, Monday through Friday.

Dated: July 30,1972.
CnARLES C. EDWARDS,

Commissioner of Food and Drugs.
[ Doc.72-12812 Filed 8-14-72;8:45 am]

DEPARTMENT OF
TRANSPORTATION

Federal Aviation Administration

[14 CFR Part 47 ]
[Docket No. 11271: Reference Notice 71-21]

NOTICE OF OWNERSHIP BY TRANS-
FEREE OF U.S. REGISTERED AiR-
CRAFT

Withdrawal of Notice of Proposed
Rule Making

The purpose of this notice is to with-
draw Notice 71-21 (36 F.R. 14271) in
which the Federal Aviation Administra-
tion solicited comments on a proposed
amendment to Part 47 of the Federal
Aviation Regulations that would have re-
quired the buyer or other transferee of
an aircraft last registered in the United
States to notify the FAA of his owner-
ship within 10 days after he becomes the
owner, unless within that period he sub-
mitted an application for aircraft reg-
istration under that part.

Since the issuance of Notice 71-21,
further study has revealed that the an-
nual registration eligibility reporting
under § 47.44 has resulted in aircraft
records being more current and accurate
than previously. Consequently, it ap-
pears that rule making action on the
proposed amendment is no longer appro-
priate, and that Notice 71-21 should be
withdrawn.

The withdrawal of this notice, how-
ever, does not preclude the FAA from is-
suing similar notices in the future nor
does it commit the FAA to any course
of action.

In consideration of the foregoing, the
notice of proposed rule making published

PROPOSED RULE MAKING

In the FEDERAL REaxSTz (36 P.R. 14271)
on August 3, 1971, and circulated as No-
tice 71-21, entitled "Notice of Ownership
by Transferee of U.S. Registered Air-
craft" is hereby withdrawn.

This withdrawal is Issued under the
authority of section 313(a) of the Fed-
eral Aviation Act of 1958 (49 U.S.C. 1354
(a)), and section 6(c) of the Department
of Transportation Act (49 U.S.C.
1655(c)).

Issued in Olahoma City, Okla., on
August 3, 1972.

A. L. COULTrn,
Director,

Aeronautical Center.
IFR Doc.72-12841 Filed 8-14-72;8:48 em]

National Highway Traffic Safety
Administration

[49 CFR Part 571 ]
[Docket No. 71-7; Notice 3]

TRUCK-CAMPER LOADING
Notice of Proposed Rulemaking

The purpose of this notice Is to pro-
pose an amendment to 49 CPR 571.126.
Motor Vehicle Safety Standard No. 126,
Truck-Camper Loading, that would re-
quire slide-in campers to be identified
by a camper identification number.

Standard No. 126 (37 P.R. 16496) re-
quires each slide-n camper manufac-
tured on or after January 1, 1973, to
have a label permanently affixed to It,
stating the manufacturer's name, cer-
tification of compliance, month and year
of manufacture, and certain other infor-
mation. The NTSA believes that a
camper Identification number should be
added to the label to facilitate any fu-
ture defect notification and recall cam-
paigns that might occur, and herewith
proposes that campers be identified with
a number which, like the vehicle Identi-
fication number required by Standard
No. 115, would not be Identical within a
10-year period.

In consideration of the foregoing, It
is proposed that 49 CFR 571.126, Motor
Vehicle Safety Standard No. 126, be re-
vised by adding paragraph (e) to
paragraph S5.1.1 to read as follows:

(e) Slide-In camper identification
number: Each manufacturer shall as-
sign a number for identification purposes
to each slide-In camper, which shal con-
sist of arabic numerals, roman letters,
or both. The slide-In camper identifica-
tion number of two campers manufac-
tured by a manufacturer within a 10-
year period shall not be identical.

Interested persons are Invited to sub-
mit written data, views or arguments on
this proposal. Comments should refer to
the docket number and notice number
and be submitted to: Docket Section,
National Highway Traffic Safety Admin-
istration, Room 5219, 400 Seventh Street

16-505

SW., Washington, DC 20590. It is re-
quested, but not required, that 10 copies
be submitted. All comments received be-
fore the close of business on Septem-
ber 15, 1972, will be considered, and will
be available in the docket at the above
address for examination both before and
after the closing date. To the extent pos-
sible, comments filed after the above
date will also be considered by the Ad-
minitration. However, the rulemaking
action may proceed at any time after
that date, and comments received after
the closing date and too late for consid-
eration in regard to the action will be
treated as suggestions for future rule-
making. The Administration will con-
tinue to file relevant material, as it be-
comes available in the docket after the
closing date and it is recommended that
interested persons continue to examine
the docket for new materials.

Proposed effective date: January 1,
1973.

This notice is Issued under the author-
ity of sections 103, 112, 114, and 119 of
the National Traflic and Motor Vehicle
Safety Act of 196 (15 U.S.C. 1392, 1401,
1403, 1407) and the delegation of au-
thority at 49 CFR 1.51 and 49 CFR 501.8.

I sued on August 3,1972.
ROBMT t. CAPJEJ,

Associate Administrator,
Motor Vehicle Program.

[FR. Doc.72-12811 F~ied 8-14-72;8:45 am]

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of Assistant Secretary for Hous-
ing Production and Mortgage
Credit-Federal Housing Commis-
sioner (Federal Housing Adminis-
tration)

[ 24 CFR Parts 203, 213, 222 1
[Docket No. R-72-2081

FHA REQUIREMENT OF FLOOD IN-
SURANCE IN SPECIAL FLOOD
HAZARD AREAS

Notice of Proposed Rule Making

The Department of Housing and Ur-
ban Development proposes to require
flood insurance coverage If property se-
curing a mortgage insured by that De-
partment is located in a special flood
hazard area, as designated by the Secre-
tary of HUD, and If the first-floor eleva-
tion of the property is less than 1 foot
above the specified maximum elevation
of such a . To carry out this policy the
Department proposes to amend Chapter
II of its regulations to require the collec-
tion by the mortgagee and the payment
by the mortgagor, when the property is
located In such areas, of flood insurance
premiums.

The proposed amendments would re-
quire the Inclusion in the mortgage of a
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