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as provided for In Rule XXII, nor any
other action taken as thereby provided
to prevent said initial decision becoming
the decision of the Commission thirty
days from service thereof upon the par-
ties, said initial decision, including said
order to ceasd and desist, accordingly,
under the provisions of said Rule XXII
became the decision of the Commission
on April 21, 1952.

The said order to cease and desist is
as follows:

It is ordered, That the respondents,
National Coaching Service Institute,
Inc., a corporation, and its officers, and
Archie K. Babson, individually and as
an officer of said corporation and also
doing business under the names Na-
tional Service Institute and Career In-
stitute, and respondents' agents, repre-
sentatives and employees, directly or
through any corporate or other device,
in connection with- the offering for sale,
sale and distribution in commerce, as
"commerce" is defined in the Federal
Trade Commission Act, of respondents'
courses of study and instruction, do
forthwith cease and desist from:

1. Using the word "Institute" or any
simulation thereof as a part of respond-
ents' corporate or trade names; or other-
wise representing, directly or by impli-
cation, that respondents' school is a resi-
dent institution of higher learning.

2. Representing, directly or by impli-
cation:

(a) That respondents' school has any
connection with the United States Civil
Service or any other agency of the United
States Government.

(b) That respondents' sales agents
are representatives or employees of the
United States Civil Service or have any
connection therewith.

(c) That the completion of respond-
ents' courses of study assures students
of positions in the United States Civil
Service or makes them eligible for ap-
pointment to such positions.

(d) That respondents have any power
or authority to hold open for any person
any position in the United States Civil
Service.

(e) That it is necessary that persons
seeking Civil Service positions take re-
spondents' courses of study in order to
qualify for or obtain such positions.

(f) That the examinations given by
respondents are examinations for spe-
cific positions in the Civil Service.

(g) That all persons completing re-
spondents' courses and passing Civil
Service examinations will obtain posi-
tions Immediately or within a short time.

(h) That positions obtained in the
United States Civil Service will be at or
near the place of residence of the em-
ployee.

(I) That Civil Service positions re-
qurind certain physical, mental or edu-
cational qualifications or veterans' status
may be obtained by persons not meeting
such requirements.

(j) That the United States Civil
Service Commission is looking to or rely-
ing upon respondents to locate persons
to fill positions in the Civil Service.

By "Decision of the Commission and
order to file report of compliance",

Docket 5876, April 21, 1952, which an-
nounced and decreed fruition of said
initial decision, report of compliance
with the said order was required as
follows:

It is ordered, That the respondents
herein shall, within sixty (60) days after
service upon them of this order, file with
the Commission a report in writing set-
ting forth in detail the manner and form
in which they have complied with the
order to cease and desist.

Issued: April 21, 1952"
By the Commission.
[SEAL] D. C. DAmE,

Secretary.
[F. R. Dec. 52-8170; Filed, July 24, 1952.

8:57 a. i.]

TITLE 21-FOOD AND DRUGS
Chapter I-Food and Drug Adminis-

tration, Federal Security Agency

'PART 1-REGULATIONS FOR THE ENFORCE-
MTENT OF THE FEDERAL FOOD, DRUG, AND
COSMETIC ACT

DRUGS AND DEVICES; DIRECTIONS FOR USE;
EXEMPTION FROM PRESCRIPTION REQUIRE-
MENTS; FINAL ORDER

By virtue of the authority vested In
the Federal Security Administrator by
the provisions of sections 502 (f), 503
(b), and 701 (a) of the Federal Food,
Drug, and Cosmetic Act (52 Stat. 1051,
1055; 65 Stat. 648; 21 U. S. C. 352 (f),
353 (b), 371 (a)), and after having con-
sidered all written comments filed with
respect to the notice of proposed rule
making published in the FEDERAL REGIS-
TER on February 5, 1952 (17 F. R. 1130),
the following regulations are promul-
gated.

1. Section 1.106 is revoked and a new
§ 1.106 is added to read as follows:

§ 1.106 Drugs and devices; directions
for use-(a) Adequate directions for
use. "Adequate directions for use"
means directions under which the lay-
man can use a drug or device safely and
for the purposes for which it is intended.
Directions for use may be inadequate
because (among other reasons) of omis-
sion, in whole or in part, or incorrect
specification of:

(1) Statements of all conditions, pur-
poses, or uses for which such drug or
device is intended, including conditions,
purposes, or uses for which it is pre-
scribed, recommended, or suggested in
its oral, written, printed, or graphic ad-
vertising, and conditions, purposes, or
-uses for which the drug or device is
commonly used; except that such state-
ments shall not refer to conditions,
uses, or purposes for which the drug or
-device can be safely used only under
the supervision of a practitioner licensed
by law and for which it is advertised
solely to such practitioner.

(2) Quantity of dose (including usual
quantities for each of the uses for which
it is intended and usual quantities for
persons of different ages and different
physical conditions).

(3) Frequency of administration or
application.

(4) Duration of administration or ap-
plication.

(5) Time of administration or appli-
cation (in relation to time of meals, time
of onset of symptoms, or other time fac-
tors).

(6) Route or method of administra-
tion or application.

(7) Preparation for use (shaking, di-
lution, adjustment of temperature, or
other manipulation or process).

(b) Exemption for prescription drugs.
A drug subject to the requirements of
section 503 (b) (1) of the aot, as
amended by 65 Stat. 648, shall be exempt
from section 502 (f) (1) If all the fol-
lowing conditions are met:

(1) The drug is:
(I) In the possession of a person (or

his agents or employees) regularly and
lawfully engaged In the manufacture,
transportation, storage, or wholesale
distribution of prescription drugs; or

(i) In the possession of a retail, hos-
pital, or clinic pharmacy, or a public
health agency, regularly and lawfully.
engaged in dispensing prescription
drugs;
and is to be dispensed in accordance
with section 503 (b), as ainended.

(2) The label of the drug bears:
(i) The statement "Caution: Federal

law prohibits dispensing without pro-
scription"; and

(i) The recommended or usual dos-
age; and

(iII) The route of administration, if
it is not for oral use; and

(iv) If it Is fabricated from two or
more Ingredients and Is not designated
conspicuously by a name recognized in
an official compendium, the quantity or
proportion of each active Ingredient, and
if it is not for oral use the names of
all other ingredients.
Provided, however, That the information
referred to in subdivisions (ii), (11), and
(iv) of this subparagraph may be con-
tained in the labeling on or within the
package from which It Is to be dispensed,
and, in the case of ampuls too small or
otherwise unable to accommodate a label
but which are packaged In a container
from which they are withdrawn for dis-
pensing or use, the Information referred
to in subdivision (i) of this subparagraph
may be placed on the outside container
only.

(3) The labeling of the drug (which
may include brochures readily available
to licensed practitioners) bears informa-
tion as to the use of the drug by practi-
tioners licensed by law to administer It:
Provided, however, That such Informa-
tion may be omitted from the labeling If
it is contained In scientific literature
widely disseminated among practitioners
licensed by law to administer the drug.

(c) Exemption for veterinary drugs.
A drug intended solely for veterinary use
which, because of toxicity or other poten-
tiality for harmful effect, or the method
of Its use, is not safe for animal use except
under the supervision of a licensed veter-
inarian, and hence for which "adequate
directions for use" cannot be prepared,
shall be exempt from section 502 (f) (1)
of the act If all the following conditions
are met:
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(1)- The drug is in the possession of a
person (or his agents or employees) regu-
larly and lawfully engaged in the manu-
facture, transportation, storage, or
wholesale or retail distribution of veter-
inary drugs and is to be sold only to or on
the prescription or other order of a
licensed veterinarian for use in the course
of his professional practice.

(2) The label of a drugbears:
(i) The statement "Caution: Federal

law restricts this drug to sale by or on the
order of a licensed veterinarian'; and

(ii) The recommended or usual dos-
age; and

(III) The route of administration, if It
is not for oral use; and

(iv) The quantity or proportion of
each active ingredient if it is fabricated
from two or more ingredients and is not
designated conspicuously by a name rec-
ognized in an official compendium.
Provided, however, That the information
referred to in subdivisions (ii), (ii), and
(iv) of this subparagraph may be con-
tained in the labeling on or within the
package from which it is to be dispensed.

(3) The labeling of the drug (which
may include brochures readily available
to licensed veterinarians) bears infor-
mation as to use of the drug by licensed
veterinarians: Provided, however, That
such information may be omitted from
the labeling if it is contained in scientific
literature widely disseminated among
veterinarians licensed- by law to admin-
ister such drug.

(d) Exemption for prescription de-
vices. A device which, because of any
potentiality for harmful effect, or the
method of its use, or the collateral meas-
ures necessary to its use, is not safe
except under the supervision of a practi-

'tioner licensed by law to direct the use of
such device, and hence for which "ade-
quate directions for use" cannot be pre-

.-pared, shall be exempt from section 502
(f) (1) of the act if all the following
conditions are met:

(1) The device is in.the possession of
a person (or his agents or employees)
regularly and lawfully engaged in the
manufacture, transportation, storage, or
wholesale or retail distribution of such
device and is to be sold only to or on the
prescription or other order of such prac-
titioner for use in the course of his pro-
fessional practice.

(2) The label of thi device (other than
surgical instruments) bears:

i) The statement "Caution: Federal
law restricts this device to sale by or on
the order of a- - -- the blank
to be filled with the word "physician,"
"dentist," "veterinarian," or with the
descriptive designation of any other
practitioner licensed by the law of the
State in which he practices to use or
order the use of the device; and

(ii) The method of its application or
use.

(3) The labeling of the device (which
may include brochures readily avail-
able to licensed practitioners) bears in-
formation as to the use of the device
by practitioners licensed by law to use it
or direct its use: Provided, however,
That such information may be omitted
from the labeling if it is contained in
scientifis literature widelE disseminated
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among practitioners licensed by law to
-use or order the use of such device.

(e) Exemptions for drugs and devices
shipped directly to licensed practitioners,
hospitals, clinics, or public-health agen-
cies for Professional use. Except as pro-
vided in paragraph (g) of this section,
a drug or device shipped directly to or
in the possession of a practitioner li-
censed by law to administer the drug or
to use or direct the use of the device,
or shipped directly to or in the posses-
sion of a hospital, clinic, or public-health
agency, for use in the course of the pro-
fessional practice of such a licensed
practitioner, shall be exempt from sec-
tion 502 f) (1) of the act f it meets the
conditions of paragraphs (b) (2) and
(3), (c) (2) and (3), or Cd) (2) and (3)
of this section.

(f) Retail exemption for veterinary
drugs and Prescription devices. A drug
or device subject to paragraph (c) or (d)
of this section shall be exempt at the time
of delivery to the ultimate purchaser or
user from section 502 C) (1) of the act
if It is delivered by a licensed practi-
tioner In the course of his professional
practice or upon a prescription or other
order lawfully issued in the course of his
professional practice, with labeling bear-
ing the name and address of such li-
censed practitioner and the directions
for use and cautionary statements, if
any, contained in such order.

(g) Exemption for new drugs. A new
drug shall be exempt from section 502

f) (1) of the act:
(1) To the extent to which such ex-

emption is claimed in an effective appli-
cation with respect to such drug under
section 505 of the act; or

(2) If no application under section
505 of the act is effective with respect to
such drug but It complies with section
505 (1) and regulations thereunder.
No exemption shall apply to any other
drug which would be a new drug if its
labeling bore representations for Its in-
tended uses.

(h) Exemption for drugs or devices
when directions are commonly known. A.
drug or device shall be exempt from sec-
tion 502 Cf) (l) of the act insofar as
adequate directions for common uses
thereof are known to the ordinary In-
dividual.

(C) Exemptions for inactive ingredl-
ents. A harmless drug that Is ordinarily
used as an inactive ingredient, such as a
coloring, emulsifier, excipient, flavoring,
lubricant, preservative, or solvent, in the
preparation of other drugs shall be ex-
empt from section 502 f) (1) of the act.
This exemption shall not apply to any
substance intended for a use which re-
-suits in the preparation of a new drug,
unless an effective new-drug application
provides for such use.

C) Exemption for diagnostic reagents.
A drug intended solely for use in the pro-
fessional diagnosis of disease and which
is generally recognized by qualified ex-
perts as useful for that purpose shall be
exempt from section 502 C) (1) of the
act if its label bears the statement "Diag-
nostic reagent-For professional use
only."

(k) Exemption for prescription chem-
icals and other prescription components.
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A drug prepared, packaged, and primarily
sold as a prescription chemical or other
component for use by registered pharma-
cists in compounding prescriptions or
for dispensing in dosage unit form upon
prescriptions shall be exempt from sec-
tion 502 f) (1) of the act if all the fol-
lowing conditions are met:
(1) The drug is an official liquid acid

or official liquid alkali, or is not a liquid
solution, emulsion, suspension, tablet,
capsule, or other dosage unit form; and

(2) The label of the drug bears:
(1) The statement "For prescription

compounding"; and
CII) If in substantially all dosage forms

In which it may be dispensed it is subject
to section 503 (b) (1) of the act, the
statement "Caution: Federal law prohib-
its dispensing without prescription"; or

(ili) If It is not subject to section 503
(b) (1) of the act and is by custom
among retail pharmacists sold in or from
the interstate package for use by con-
sumers, "adequate directions for use" in
the conditions for which itis so sold.
Provided, however, That the information
referred to in subdivision (iii) of this
subparagraph may be contained in the
labeling on or within the package from
which it Is to be dispensed.

(3) This exemption shall not apply to
any substance intended for use in com-
pounding which results in a new drug,
unless an effective new-drug application
covers such use of the drug in compound-
ing prescriptions.
(1) Exemption for processing, repacT.-

ing, or -manufacture. A drug in a bulk.
package (except tablets, capsules, or
other dosage unit forms) or a device
Intended for processingxepacking, or use
in the manufacture of another drug or
device shall be exempt from section 502
WL) (1) of the act if its label bears the

statement "Caution: For manufactur-
ing. processing, or repacking"; and, if in
substantially all dosage forms in which it
may be dispensed It is subject to section
503 b) (1), the statement "Caution:
Federal law prohibits dispensing without
prescription." This exemption and the
exemption under paragraph (k) of this
section may be claimed for the same ar-
ticle. But the exemption shall not apply
to a substance intended fMr a use in
manufacture, processing, or repacking
which causes the finished article to be a
new drug, unless:
(1) An effective new-drug application

held by the person preparing the desage
form or drug for dispensing covers the
production and delivery to him of such
substance; or

(2) If no application is effective with
respect to such new drug, the label state-
ment "Caution: For manufacturing,
processing, or repacking" is immediately
supplemented by the words "in the prep-
arationof a new drug limited by Federal
law to investigational use" and the d~liv-
ery is made for use only in the manufac-
ture of such new drug limited to investi-
gational use as provided in § 1.114.
(m) Exemption for drugs and devices

for use ix teaching, research, and anal-
ysi.s. A drug or device subject to para-
graph (b), (c), or Cd) of this section
shall be exempt from section 502 ML) (1)
of the act if shipped or sold to, or in the
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possession of, persons regularly and law-
fully engaged in instruction in phar-
macy, chemistry, or medicine not involv-
ing clinical use, or engaged in research
not involving clinical use, or in chemi-
cal analysis, or physical testing, and is
to be used only for such instruction,
research, analysis, or testing.

(n) Expiration of exemptions. (1) If
a shipment or delivery, or any part
thereof, of a drug or device which is
exempt under the regulations in this
section is made to a person in whose pos-
session the article is not exempt, or is
made for any purpose other than those
specified, such exemption shall expire,
with respect to such shipment or de-
livery or part thereof, at the beginning
of that shipment or delivery. The caus-
ing of an exemption to expire shall be
considered an act which results in such
drug or device being misbranded unless
it is disposed of under circumstances in
which it ceases to be a drug or device.

(2) The exemptions conferred by
paragraphs (i), Ci), (kW, (1), and (m)
of this section shall continue until the
drugs or devices are used for the purposes
for which they are exempted, or until
they are relabeled to comply with sec-
tion 502 (f) (1) of the act. If, however,
the drug is converted, compounded, or
manufactured into a dosage form limited
to prescription dispensing, no exemption
shall thereafter apply to the article un-
less the dosage form is labeled as re-
quired by section 503 (b) and paragraph

b), (c), or (d) of this section.
(o) Intended uses. The words "in-

tended uses" or words of similar import
In paragraphs (a), (g), (I), (j), k), and
(1) of this section refer to the objective
intent of the persons legally responsible
for the labeling of drugs and devices.
The intent is determined by such per-
sons' expressions or may be shown by the
circumstances surrounding the distribu-
tion of the article. This objective intent
may, for example, be shown by labeling
claims, advertising matter, or oral or
written statements by such persons or
their representatives. It may be shown
by the circumstances that the article is,
with the knowledge of such persons or
their representatives, offered and used
for a purpose for which it is neither
labeled nor advertised. The intended
uses of an article may change after it has
been introduced into interstate com-
merce by its manufacturer. If, for ex-
ample, a packer, distributor, or seller
Intends an article for different uses than
those intended by the person from whom
he received the drug, such packer, dis-
tributor, or seller is required to supply
adequate labeling in accordance with the
new intended uses. But if a manufac-
turer knows, or has knowledge of facts
that would give him notice, that a drug
or device introduced into interstate com-
merce by him is to be used for conditions,
purposes, or uses other than the ones for
which he offers it, he Is required to pro-
vide adequate labeling for such a drug
which accords with such other uses to
which the article is to be put.

2. A new § 1.108 is added, to read as
follows:

§ 1.108 Exemption from prescription
requirements. The prescription-dis-

RULES AND REGULATIONS

pensing requirements of section 503 (b)
(1) (A) of the act are not necessary for
the protection of the public health with
respect to the following drugs subject
to section 502 (d):

(a) Exempt narcotic preparations de-
scribed in 26 CFP 151.2 and sold as re-
quired by 26 CFR 151.180 through
151.185a.

(b) Drugs containing chlorobutanol,
intended for external use only.

(c) Epinephrine solution, 1 percent,
preserved with chlorobutanol and in-
tended for use solely as a spray.

/ (d) Drugs containing one or more of
the derivatives of barbituric acid and in
addition a sufficient quantity or propor-
tion of another drug or drugs to prevent
the ingestion of a sufficient amount of
barbiturate derivative to cause a hyp-
notic or somnifacient effect.

Effective date. These'regulations shall
be effective upon the date of publication
of this final order in the FEDERAL REGIS-
TER except the requirements of § 1.106
Cb) (2) (ii), (ii), and Civ), (c) (2), and

k) (2) (iii), which shall be effective on
August 1, 1953. Action taken in reliance
upon the tentative regulations after
April 26, 1952, and before this final order
issued will be regarded as in compliance
with the law.
(Sec. 701, 52 Stat. 1055; 21 U. S. C. 371. In-
terpret or apply sees. 502, 503, 52 Stat. 1050,
1051; 21 U.S. C. 352, 353)

Dated: July 22, 1952.
[SEAL] JOHN L. THUrmSTON,

Acting Administrator.
[F. R. Doe. 52-8156; Filed, July 24, 1952;

8:51 a. m.]

TITLE 26-INTERNAL REVENUE
Chapter I-Bureau of Internal Reve-

nue, Department of the Treasury

Subchapter A-Income and Excess Profits Taxes
iT. D. 5921; Regs. 111]

PARr 29-INco E TAX; TAXABLE YEARS
BEGINNING AFTER DECEMBER 31, 1941

DEFINITION OF PERSONNEL HOLDING COld-
PANY; PERSONAL HOLDING COMPANY IN-
COME

On March 14, 1952, notice of prop6sed
rule making with respect to amendments
to conform Regulations 111 to Public
Law 680 (81st Cong., 2d Sess.), approved
August 9, 1950, relating to definition of
personal holding company, and to sec-
tion 223 of the Revenue Act of 1950 (81st
Cong., 2d Sess.1, approved September 23,
1950, relating to personal holding com-
pany income, was published in the FED-
ERAL REGISTER (17 F. R. 2231). No ob-
jection to the rules proposed having been
received, the amendments of Regula-
tions 111 set forth below are hereby
adopted.

PARAGRAPH 1. There is inserted im-
mediately preceding § 29.501-1 the
following:
PUBLIC LAw 680 (EIaHTY-7MST CONGRESS,

SECOND SESSION), AppRovED AUGUST 9, 1950

Be it enacted by the Senate and House of
Representatives of the United States of
America in Congress assembled, That section
501 (b) (6) of the Internal Revenue Code Is
amended to read as follows;

-(6) (A) A licensed personal finance con-
pany under State supervision, 80 per contum
or more of the gross income of which Is
lawful Interest received from loans made to
Individuals in accordance with the provi-
sions of applicable State law If at least 60
per centum of such gross Income is lawful
interest (1) received from Individuals each
of whose Indebtedness to such company did
not at any time during the taxable year
exceed In principal amount the limit pro-
scribed for small loans by such law (or, If
there is no such limit, $500), and (11) not
payable in advance or compounded and com-
puted only on unpaid balances, and if the
loans to a person, who Is a shareholder In
such company during the taxable year by
or for whom 10 per centum or more In value
of Its outstanding stock Is owned directly or
Indirectly (including in the case of an In-
dividual, stock owned by the members of
his family as defined In section 603 (a) (2)),
outstanding at any time during such year
do not exceed $5,000 in principal amount-
and

(B) A lending company, not otherwise oxo
cepted by section 501 (b), authorized to en-
gage In the small loan business under one or
more State statutes providing for the direct
regulation of such business, 801per contum
or more of the gross income of which is law.'
ful Interest, discount or other authorized
charges (I) received from loans maturing In
not more than thirty-six months made to in.
dividuals in accordance with the provisions
of applicable State law, and (1i) which do
not, In the case of any individual loan, exceed
in the aggregate an amount equal to simple
interest at the rate of 3 per centum per
month not payable In advance and computed
only qn unpaid balances, If at least Go per
centum of the gross income is lawful Interest,
discount or other authorized charges received
from individuals each of whose Indebtedness
to such company did not at any time during
the taxable year exceed In principal amount
the limit prescribed for small loans by such
law (or, if there Is no such limit, $500), and
if the deductions allowed to such company
under section 23 (a) (relating to expenses),
other than for compensation for personal
services rendered by shareholders (including
members of the shareholder's family as dO.
scribed in section 503 (a) (2)) constitute idi
per centum or more of Its gross income, aid
the loans to a person, who IS a shareholder
in such company 4uring the taxable year by
or for whom 10 per centum or more in value
of Its outstanding stock is owned directly or
Indirectly (including in the case of an Indi-
vidual, stock owned by the members of. his
family as defined in section 603 (a) (2)),
outstanding at any time during such year do
not exceed $5,000 in principal amount.

SEc. 2. That section 501 (b) of the Internal
Revenue Code is amended by adding at the
end thereof the following now paragraph:

(8) A finance company, actively and regu-
larly engaged In the business of purchasing
or discounting accounts or notes receivable
or Installment obligations, or making loans
secured by any of the foregoing or by tan-
gible personal property, at least 80 per
centum of the gross income of which is dv-
rived from such business in accordance with
the provisions of applicable State law or
does not constitute personal holding com-
pany income as defined In section 502, If 0
per centum of the gross income is derived
from one or more of the following classes of
transactions:

(A) Purchasing or discounting accounts
or notes receivable, or installment obliga-
tions evidenced or secured by contracts of
conditional sale, chattel mortgages, or chat-
tel lease agreements, arising out of the rale
of goods or services in the course of the
transferor's trade or business:

(B) Making loans, maturing In not more
than thirty-six months, to, and for the busi-


