rector, employee, or agent of, or under
the control, direction or influence of Be-
atrice or any of Beatrice’s subsidiarles
or affiliated corporations or who owns or
controls more than one (1) percent of
the outstanding shares of the capital
stock of Beatrice.

III. It is further ordered, That, pend-
ing divestiture, respondent Beatrice shall
not make or permit any deterioration In
the value of any of the plants, machinery,
parts, equipment, or other property or
assets of the corporations to be divested
which may impalr their present capacity
or market value unless such capacity or
value be restored prior to divestiture.

IV. It is further ordered, That respond-
ent Beatrice shall cease and desist for
ten (10) vears from the date this Order
becomes final from acquiring directly or
{ndirectly, through subsidiaries or other-
wise, without prior approval of the Fed-
eral Trade Commission, any part of the
assets, stock, share capital, or other ac-
tual or potential equity interest or right
of participation in the earnings of any
domestic concern, corporate or non-cor-
porate, which is engaged in the manu-
facture of manually powe paint ap-
plicators or engaged in the manufacture
or sale of raw materials to companies en-
gaging in the manufacture of manually
powered paint applicators, or from en-
tering into any arrangements or under-
standings with such a concern through
which respondent Beatrice becomes pos-
sessed of that concern’s market share,

For the purpose of this Order, man-
ually powered paint applicators are de-
fined as: paint and varnish brushes:
paint rollers, including pans, covers, han-
dles, and other accessories sold sepa-
rately, or as part of a paint roller kit;
and miscellaneous paint applicators other
than spray equipment and aerosol cans.

V. It is further ordered, That respond-
ent Beatrice shall within sixty (60) days
after date of service of this Order, and
every sixty (60) days thereafter until
responcdent Beatrice has fully complied
with the provisions of this Order, submit
in writing to the Federal Trade Commis-
sion a verified report setting forth in de-
tall the manner and form in which re-
spondent Beatrice intends to comply or
has complied with this Order. All com-
pliance reports shall include, among
other things that are from time to time
required, a summary of contracts or ne-
gotiations with anyone for the specified
stock, assets and plant, the identity of all
such persons, and coples of all written
communications to and from such
persons.

VI It is further ordered, That respori-
ent Beatrice notify the Commission at
least thirty (30} days prior to any pro-
posed change in the corporate respondent
such as dissolution, assignment or sale
resulting in the emergence of a successor
corporation, the creation or dissolution
of subsidiaries or any change in the
corporation which may affect compliance

obligations arising out of the Order.

The Modified Order to Cease and Desist
was issued by the Commission Decem-

ber 28, 1976.
Joun F. Ducaxn,
Acting Secretary,
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| Docket No. 8884
Mootrixn Oroer To CEASE AND DESISY

In the Matter of BEATRICE FOODS CO., a
corporation.

Respondent, having filed in the United
States Court of ‘Appeals for the Seventh Cir-
cuit on August 20, 1975, a petition to review
an order to cease and desist Issued herein on
July 1, 1676; and the Court having rendered
its deciston and judgment on August 18,
1076, affirming and enforcing the Commis-
slon's order with a modification of Paragraph
IV: and the time in which to file a petition
for certiorar! having expired without either
party having filed such a petition;

Now, therefore, It is hereby ordered, That
the aforesaid order to cease and desist be,
and it hereby is, modified In sccordance with
the decision and judgment of the Court to
read as follows!:

Orprr

| 8

It is ordered, That, subject to the prior
approval of the Federal Trade Commission,
respondent Beatrice, through Its officers,
directors, agents, representatives, employees,
subsidiaries, amliates, successors and assigns,
shall as soon a8 possible and In any event
within one (1) year from the date this Order
becomes final, divest absolutely and in good
falth all sssets, rights, property and privi-
leges, tangible and intangible, including all
plants, equipment, machinery, raw material
rezerves, inventary, customer lists, trade
names, trademarks, good will and other prop-
erty of whatever description acquired by
Beatrice as a result of {ts acquisition of Essex
Graham Company (hereinafter referred to as
Essex), including all additions and Improve-
ments thereto, which are necessary to restore
Essex as a separate independent and viable
going concern in the lines of commerce In
which It was effgaged prior to sald acquisi-
tion

I,

It is further ordered, That, pursuant to
the requirement of Paragraph I above, none
of the stock, assets, rights or privileges, tan-
gible or Intangible, acquired or added by
Beatrice shall be divested directly or indi-

rectiy to anyone who is, at the time of the ’

divestiture, an officer, director, employee, or
ageut of, or under the control, direction or
influence of Beatrice or any of Beatrice's
subsidiaries or amiiated corporations or who
Owns or controis more than one (1) percent
of the outstanding shares of the capftal stock
of Beatrice,
111,

It s further ordered, That, pending dives-
titure, respondent Beatrice shall not make
or permit any deterioration in the value of
Any of the plants, machinery, parts, equip-
ment, or other property or assets of the
corporations to be divested which may Im-
palr thelr present capacity or market value
unless such capacity or value be restored
prior to divestiture.

Iv.

It is further ordered, That respondent Ben-
trice shall cease and desist for ten (10) years
from the date this Order becomes final from
acquiring directly or Indirectly, through
subsidlaries or otherwise, without prior ap-
proval of the Federal Trade Commission, any
part of the assets, stock, share capital, or
other actual or potential equity interest or
right of participation in the earnings of any
domestic concern, corporate or non-corpo-
rate, which is engaged in the manufacture of
manually powered palnt applicators or en-
gaged in the manufacture or sale of raw
materials to companies engaging in the

manufacture of manually powered patnt ap-
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plicators, or from entering into any arrange-
ments or understandings with such a con-
cern through which respondent Beatrice
becomes possessed of that concern’s market
share.

For the purpose of this Order, manually
powered paint applicators are defined as:
paint and varnish brushes; paint rollers, In-
cluding pans, covers, handles, and other ac-
cessories sold separately, or as part of s paint
roller kit and miscellaneous paint applica-
tors other than spray equipment and aerosol
cans. . .

V.

It ts further ordered, That respondent Bes-
trice shall within sixty (60) days after date
of service of this Order, and every sixty (60)
days thereafter until respondent Beatrice has
fully complied with the provisions of this
Order, submit In writing to the Federal
Trade Commission a verified report setting
forth in detall the manner and form in
which respondent Beatrice Intends to com-

_ ply or has complied with this Order. All

compliance reports shall include, among
other things that are from time to time re-
quired, a summary of contracts or negotia-
tions with anyone for the specified stock,
assets and plant, the identity of all such
persons, and coples of all written communi-
cations to and from such persons.

VL

It is further ordered, That respondent Bea-
trice notify the Commission at least thirty
(30) days prior to any proposed change In
the corporate respondent such as dissolution,
asslgnment of sale resulting In the emer-
gence of a successor corporation, the crea-
tion or dissolution of subsidiaries or any
change In the corporation which may affect
compliance obligations arising out' of the
Order.

Issued: December 28, 1976.
?y the Commission.

Joux D. MaAcoLt,
Acting Secretary.

[FR Doc.77-3501 Plled 2-3-77; 8:45 am|

[Docket 8800

PART 13—PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE

ACTIONS
Spiegel, Inc.

Codification under 16 CFR 13 appears
at 40 FR 44317.
(Sec. 6, 38 Stat, 721: 15 US.C. 46. Interprets
or applies sec. 5, 38 Stat, 710, as amended; 15
US.C. 45.)

In the Matter of Spiegel, Inc., a corpora-
tion.

Order modifying an earlier order dated
Aug, 18, 1975, 40 FR 44317, 86 F.T.C.
425, by limiting the reporting require-
ments of Paragraphs II and V, as man-
dated by the Court of Appeals for the
Seventh Circuit in its August 0, 1876,
decision and judgment, 540 F. 2d 303
(1976), to only those suits instituted in
a county other than that where the de-
fendant resided at the commencement of
the action, or where he signed the con-
tract sued on.

The Modified Order to Cease and
Desist is us follows:

4 ORpER
X

For purposes of this Order, the term
“respondent” means “Spiegel, Inc., a
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corporation, and its successors, assigns,
officers, agents, representatives and em-
ployees, acting directly or through any
corporation, subsidiary, division, or other
device, including any collection agency.”

I

It is ordered, That respondent, in con-
nection with the collection of retail credit
accounts in or affecting commerce, 8s
“commerce” is defined in the Federal
Trade Commission Act, do forthwith
cease and desist from instituting sults
except in the county where the defendant
resides at the commencement of the ac-
tion, or in the county where the defend-
ant signed the contract sued upon. This
provision shall not be construed to pro-
hibit the institution of suit by respondent
against Illinois residents in an Illinois
county courthouse which is a reasonable
distance from their place of residence.
This provision shall not preempt any rule
of law which further limits choice of
forum or which requires, in actions in-
volving real property or fixtures attached
to real property, that suit be instituted
in a particular county.

III.

It is further ordered, That, where re-
spondent learns subsequent to institution
of a suit that the preceding Paragraph
(II) has not been complied with, it shall
forthwith terminate the suit and vacate
any default judgment entered there-
under. In Heu of such termination, re-
spondent may effect a change of forum
to & county permitted by the preceding
paragraph, Provided, That respondent
gives defendant notice of such action and
opportunity to defend equivalent to that
which defendant would receive if a new
suit were being instituted. In all cases re-
spondent shall provide defendants with
& clear explanation of the action taken
and of the defendant's right to appear,
answer and defend in the new forum.

IV.

It i3 Jurther ordered, That where re-
spondent terminates a suit or vacates
a judgment pursuant to the preceding
Paragraph (IIT) it shall give notice of
such termination or vacation to each
“consumer reporting agency,” as such
term is defined in the Fair Credit Re-
porting Act (51 US.C. Section 603),
which it has been informed or has reason
to know has recorded the suit or judg-
ment in its files. Additionally, respond-
ent shall furnish such notice to any
other person or organization upon re-
quest of the defendant.

V.

It is further ordered, That respondent
prepare and maintain a summary of suits
involving the collection of retail credit
accounts by respondent which were in-
stituted In a county other than where
the defendant resides, or where the de-
fendant signed the contract sued upon,
This summary shall contain each de-
fendant's name, address, and county of
residence; county where the contract
was signed by the defendant: county
where served: date served; date filed;
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docket number; name and location of
court in which filed; name of plaintiff
(if a collection agency suing in its own
name); amount claimed; disposition
(including garnishment or execution, if
any) ; and explanation of the reason for
choice of forum. This summary-shall
cover all such suits instituted, pending,
terminated, or scted upon subsequent to
Judgment during the two years imme-
diately following the effective date of
this order. A copy of this summary shall
be submitted to the Federal Trade Com-
mission on a quarterly basis.

VI

It is fjurther ordered, That Spiegel,
Inc., shall forthwith deliver a copy of
this order to each of its subsidiaries and
operating divisions, to each collection
agency currently collecting any of Spie-
gel's retail credit accounts, and to any
other collection agency prior to referral
to it of any of Spiegel's retail credit ac-
counts. Spiegel, Inc., shall obtain and
preserve signed and dated statements
from each collection agency, acknowl-
edging receipt of the order and willing-
ness to comply with it.

It &s jurther ordered, That respondent
shall notify the Commission at least
thirty days prior to any proposed change
in the corporate respondent such as dis-
solution, assignment or sale resulting in
the emergence of & successor corpora-
tion, the creation or dissolution of sub-
sidiaries, or any other change in the
corporation which may affect compliance
obligations arising out of the order.

It is further ordered, That respondent
shall, within sixty days and at the end
of six months after the effective date of
the order served upon it, file with the
Commission a report, in writing, signed
by respondent, setting forth in detail the
manner and form of its compliance with
the order to cease and desist.

The Modifled Order to Cease and De-
sist was issued by the Commission De-
cember 27, 1976,

Jonn F. Ducas,
Acting Secretary.

|FR Doc.77-3502 Flled 2-3-77;8:46 am|

|Docket C-2858])

PART 13—PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

California and Ha\:ii?n Sugar Company,
al.

Subpart—Advertising falsely or mis-
leadingly: § 13.10 Advertising falsely or
misleadingly; 13.10-5 Knowingly by ad-
vertising agent; §13.20 Comparative
data or merits; 13.20-20 Competitors’
products; £13.160 Promotional sales
plans; §13.176 Quality of product or
service: £ 13.205 Sclentific or other rel-
evant facts. Subpart—Disparaging com-
petitors and their products—Competi-
tors' products: § 13,1015 Quality: §13.-
1030 Source of origin. Subpart—Mis-
representing oneself and goods—Goods:
§£ 13,1575 Comparative data or merits;:
£13.1585 Competitive inferiority; § 13.-

1715 Quality: §13.1740 Scientific or
other relevant facts.—Promotional sales
plans: §13.1830 Promotional sales
plans. Subpart—Offering unfair, im-
proper and deceptive inducements to
purchase or deal: § 13,2063 Scientific or
other relevant facts.

(Sec. 6, 38 Stat, 721; 15 U.S.C, 46. Interprots
or applies sec. 5, 38 Stat. 719, as amended;
15 US.C. 45.)

In the Matter of California and Hawai-
ian Sugar Company, a corporation,
and Foote, Cone & Belding/Honig,
Inec., a corporation,

Consent order requiring a San Fran-
cisco, Calif,, seller of granulated sugar,
and its advertising agency, Foote, Cone
and Belding/Honig, Inc., among other
things to cease misrepresenting or mak-
ing unsubstantiated claims regarding the
superiority of their products over that of
competing brands.

The order to cease and desist, including
further order requiring report of com-
pliance therewith, is as follows: *

ORDER

It is ordered, That respondents Call-
fornia and Hawalian Sugar Company, &
corporation, and Foote, Cone & Belding/
Honig, Inc., a corporation, their succes-
sors and assigns, and their officers,
agents, representatives and employees,
directly or through any corporation, sub-
sidiary, division or other device, in con-
nection with the advertising, offering for
sale, sale or distribution of granulated
sugar packaged for retail consumption,
forthwith cease and desist from:

1. Disseminating or causing the dis-
semination of any advertisement by
means of the United States mails or in
or having an effect upon commerce by
any means, as “‘commerce” is defined in
the Federal Trade Commission Act,
which represents, directly or by implica-
tion:

(A) (1) That there are differences in
granulated sugars, or that C&H granu-
lated sugar derived from Hawaiian sugar
cane is superior to or different from sugar
derived from sugar beets or sugar cane
from places other than Hawall, unless
(a) such represented difference or supe-
riority relates to a consumer use of such
sugar which is specified in the advertise-
ment, (b) the difference or superiority
is substantiated by competent and relia-
ble evidence prior to making the repre-
sentation, and (¢) such substantiation
includes competent and reliable evidence
that the difference or superiority is dis-
cernible to or of benefit to the class of
consumers to whom the representation Is
directed.

(ii) Provided, however, That it shall
not be a violation of this Order to use
the phrase “pure cane sugar from Ha-
waii” as & means of identifying the geo-
graphic origin and type of granulated
sugar marketed under the C&H brand
name in any context wherein the quality
of the sugar marketed under the C&H
brand is not expressly or implicitly com-

! Coples of the Complaint and decision and
Order filed with the original document.
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pared with the quality of any other
sugar. Where an adve contains
the phrase “pure cane sugar from Ha-
waii” and a depiction of C&H sugar,
without any representation referring to
any competitor’s sugar product, or any
representation that C&H sugar possesses
a depicted characteristic or quality to a
degree different from competitive brands
of sugar, the advertisement will not be
deemed to contain an implied compari-
son.

(iii) It is further provided, That if an
advertisement makes & positive or abso-
lute and truthful representation con-
cerning C&H sugar without any repre-
sentation concerning any competitor's
sugar product, or without any represen-
tation that C&H sugar possesses a de-
picted characteristic or quality to a
degree different from competitors’
brands of sugar, the advertisement will
not be deemed to contain an implied
comparison under this order.

(B) That the label, advertising or
packaging of any brand of granulated
sugar other than C&H does not disclose
the source or origin of its sugar, unless
the advertisement specifies a consumer
use of sugar with respect to which C&H
sugar is different from such other sugar
and such difference Is substantiated by
competent and reliable evidence prior to
making the representation.

2. Disseminating, or causing the dis-
semination of, any advertisement by any
means, for the purpose of Inducing, or
which is likely to induce, directly or in-
directly, the purchase of any such prod-
uet, in or having an effect upon com-
merce, as “commerce” is defined in the
Federal Trade Commission Act, which
contains any of the representations pro-
hibited in Paragraph 1 above.

Provided, however, That {t shall not be
considered a violation of this order for
Foote, Cone & Belding/Honlg, Inc. to
make what would otherwise be a false or
misleading claim or representation con-
cerning the qualities of C&H sugars or
competitive sugars If that respondent
shows that it neither had any knowl-
edge of the falsity of or misleading char-
acter of such representation nor had any
renson to know, nor upon reasonable in-
quiry could have known its false, decep-
tive or misleading nature.

It is further ordered, That the respond-
ent corporations shall forthwith dis-
tribute a copy of thir order to each of
their operating divisions.

It is further ordered, That respondents
notify that the Commission at least 30
days prior to any proposed change in
the corporate respondents such as dis-
solution, assignment or sale resulting in
the emergence of a successor corporation,
the creation or dissolution of subsidiaries
or any other change in the corporation
which may affect compliance obligations
arising out of the order,

It is further ordered, That the respond-
ents hereln shall within sixty (60) days
after gervice upon them of this order,
file with the Commission a report, in
writing, setting forth in detail the man-
ner and form in which they have com-
plied with this order.

FEDERAL
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The Decision and Order was issued by
the Commission January 6, 1977.

Jonx F. Ducaw,
Acting Secretary.
[FR Doc.77-3493 Piled 2-3-77;8:45 am]

Title 21—Foods and Drugs

CHAPTER 1—FOOD AND DRUG ADMINIS-
TRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

SUBCHAPTER A—GENERAL
[Docket No. 75N-0375)

INFORMAL HEARING BEFORE REPORT
OF CRIMINAL VIOLATION

The Food and Drug Administration
(FDA) is issuing final regulations that
set forth procedures for an informal
hearing before report of criminal viola-
tion, effective March 7, 1977,

The Commissioner of Food and Drugs
issued a proposal in the Froeral Recis-
Ter of April 7, 1976 (41 FR 14769) to
adopt rules on the internal practices and
procedures of the agency governing in-
formal hearings conducted pursuant to
section 305 of the Federal Food, Drug,
and Cosmetic Act (21 US.C. 335). The
provisions of §16 Presentation of
views under section 305 of the act (21
CFR 1.6), which were brief and general,
are expanded under new § 2.705 (21 CFR
2.705). The regulations being adopted
deal with the conduct of an informal
hearing under §2.706 (21 CFR 2.706)
and the disclosure of records relating to
such hearings under §2.707 (21 CFR
2.707).

The Commissioner further proposed to
add to Part 2 (21 CFR Part 2), new Sub-
part N, Enforcement Policy, Practices,
and Procedures, to accomplish the pur-
pose set forth in § 2700 Scope and pur-
pose (21 CFR 2.700). The proposal in-
cluded new § 2.703 Definitions (21 CFR
2.703), containing definitions applicable
to Subpart N generally and to section
305 hearings specifically. As regulations
governing other facets of agency regu-
latory enforcement practices and proce-
dures are promulgated, necessary addi-
tional definitions will be included in
$ 2.703.

Eight letters were received in response
to the proposal. The comments In the
letters and the Commissioner’s conclu-
sions about them are as follows:

1. One comment took exception to a
reference in the preamble to the statu-
tory authority of the agency over prod-
uct recails,

A complete discussion of recall au-
thority and procedures was published
in the Feperarl Recister of June 30, 1976
(41 FR '26924), and the reader is re-
ferred to that document. The Commis-
sioner also notes that the Radiation Con-
trol for Health and Safety Act (Pub. L.
90-602) and the Medical Device Amend-
ments of 1976 (Pub. L. 94-295, enacted
May 28, 1976) contain specific recall
suthority. In any event, since the com-
ments dealt with the statement in the
preamble, no change in the regulation
with respect to section 305 hearings is
NECessary.
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2. One comment argued that indi-
vidual respondents at section 305 hear-
ings should be given “Miranda” warn-
ings, particularly advice that a respond-
ent has a right to remain silent and
that anything he says may be used
against him,

As the Commissioner noted in the pre-
amble to the proposal, “Miranda” type
wamings are Inapplicable to situations,
like section 3056 hearings, where there is
no custodial interrogation. The fact that
custodial interrogation is the essential
touchstone of the rule in “Miranda™ has
been reaffirmed by the Supreme Court
recently in “Beckwith v, United States,”
96 S. CT. 1812 (1976), notwithstanding
the fact that the inquiry challenged there
had focused upon a person who appeared
to have violated the law. This decision
is consistent with earlier rulings of the
Supreme Court reafiirming the limited
applicabllity of “Miranda” to “custodial”
interrogations, *“Mathis v, United
States,” 301 U.S, 1 (1968) and “Orozco v,
United States,” 394 US. 324 (1969).
Moreover, the Notice of Hearing, accom-
panying Information Sheet, and the reg-
ulations themselves make clear that ap-
pearance is voluntary because a person
need not appear or answer in any man-
ner to a Notice of Hearing, that a person
who chooses to appear may do so with
legal counsel, that the hearing concerns
potentinl criminal prosecution, and that
information presented by a respondent
atl a hearing may be introduced at a sub-
sequent trial. (See §§ 2.705(e) and 2.706
(b) (4) below.) The voluntariness of
statements made at section 305 hearings
and the inapplicabllity of the “Miranda”
type warnings have been specifically rec-
ognized in cases arising under the Fed-
eral Food, Drug, and Cosmetic Act.
“United States v. Andreadis,” 234 F.
Supp. 341 (ED. N.Y,, 1964) and “United
States v. Newton,” No. 4-66 Cr. 45 (D,
Minn., 1966) .

3. One comment sought assurance that
persons who receive a supplemental
Notice of Hearing will be entitled to the
same procedures and safeguards as af-
forded those who recelve an original
Notice of Hearing.

The Commissioner advises that anyone
recelving a Notice of Hearing, whether It
be original or supplemental, will be sub-
ject to the same procedures. The regula-
tion does not provide different proce-
dures or “safeguards” for original and
supplemental notices.

4. Four comments were received con-
cerning whether section 305 hearings
should always be provided to those per-
sons being considered for prosecution,
One comment suggested that the hear-
ings are unnecessary and should not be
provided under any circumstances. Two
comments suggested that all persons be-
ing considered for prosecution should be
granted a hearing without exception and
objected to that portion of §2.705(a)
dispensing with an opportunity for a
hearing “in compelling circumstances.”
The fourth comment argued that the
proposed rules may create a right which
will be binding but which was never in-
tended by Congress and does not exist
in the statute.
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As noted in the preamble of the pro-
posal, the United States Supreme Court
has authoritatively determined that a
hearing by FDA is not & prerequisite to
prosecution under the act. Nevertheless,
the agency has decided that it will nor-
mally provide an opportunity for an ad-
ministrative hearing before issuing a
prosecution recommendation to a United
States attorney. There may be circum-
stances, however, in which a section 305
procedure would be unwarranted, such
as where a person had already had an
opportunity to explain his or her role
with respect to a violation in the context
of a prior iInjunction proceeding. There
are other situations that may justify
making an exception to the general rule.
Accordingly, FDA will give notice and
opportunity for an informal hearing
“except in compelling circumstances.”
The decision to establish a general rule
providing for a notice and opportunity
for a hearing does not preciude imposi-
tion of reasonable terms, limits, or con-
ditions upon such procedures.

Because the regulation is intended to
apply only to FDA, it has no effect upon
the independent decisions and procedures
of the Department of Justice in institut-
ing criminal proceedings under the Fed-
eral Food, Drug, and Cosmetic Act. As
Congressman Lea, Chairman of the
House Interstate and Foreign Commerce
Subcommittee, made clear in the legisia-
tive debates:

Mr. LEA. I call attention, however, to the
fact that the mere circumstunce that the
[Commissioner] does not report the offense
does not excuse the accused from prosecu-
tion. The Attorney General may proceed in
case ho desires to do 50, * * * The law speaks
for Itself, and there are no strings on the De-
partment of Justice or on the grand jury.
They can proceed whenever they like, 83
Cong. Rec. 10240,

Bections 2.705(a), 2.706(h) and 2.706(1)
are being modified and new paragraph
(j» is being added to § 2.706 to specify
FDA as the government agency to which
these informal bearing regulations apply
and to delineate the distinction between
the duties of the agency and absence of
restraints upon the Department of
Justice.

5. A comment suggested that refer-
ence to the “Department of Justice”
should replace the phrase “United States
attorney” In the regulations. .

The Commissioner disagrees. Th
statute refers to reporling proposed pros-
ecutions to "any United States attor-
ney.” Although a copy of the FDA writ-
ten recommendations for prosecution is
also routinely sent to the appropriate
gection of the Department of Justice, this
is not reason to alter the statutory desig-
nation of the United States attorney, to
whom the agency's recommendation is
made.

6. A comment noted that the defini-
tion of “person” in proposed § 2.703(d) is
not identical to that which appears In
section 201(e) of the act (21 U.S.C, 321
(¢)) in that the regulaion added the
phrase “or other legal entity.”

The Commissioner concludes that the
definition of “person” shall be removed
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from the regulation because it already
appears in the act.

7. One comment suggested that the
definition of ‘‘responsible individual”
should be deleted from proposed § 2.705
(b) because it will appear elsewhere in
the regulations,

The Commissioner has decided that
the term should be part of the defini-
tions section; it 15 designated as § 2.703
(d) in the final regulation.

8. Two comments requested thal the
regulation be revised in § 2.7056(¢) (1) to
require that the Charge Sheet include
details of the conduct forming the basis
of an alleged violation, rather than a
summary of the violations.

The Commissioner agrees that re-
spondents must be sufficiently informed
to prepare & response. Current proce-
dure provides for itemization of the spe-
cific products and shipments forming the
basis of the contemplated action In the
Notice of Hearing, Section 2.705(¢c) s re-
vised In the final order to refer to the
substance of a Notice of Hearing. It has
been the experience of FDA thaty re-
spondents have no difficulty understand-
ing the charges or preparing relevant re-
sponses. Only occasionally have hearing
officers been requested to give additional
clarification. The format and the content
of the hearing documents will continue
to provide adequate information and
therefore are not being changed at this
time.

9. One comment objected to the non-
specificity of the requirement in pro-
posed §2.705(g) that requests for sepa-
rate hearings be made “seasonably” and
recommended that the term be clari-
fled.

The Commissioner agrees with this
comment. The final regulation provides
that requests for a separate hearing must
be received at the designated hearing of-
fice at least 3 working days before the
scheduled hearing date. Because pro-
posed § 2.705(d) was subject to the same
criticism, the Commissioner is combin-
ing proposed § 2.7056 (d) and (g) in the
final regulation to provide in new § 2.705
(d) specific time limits governing all
requests for changes in the date, time,
or place of hearing.

10. Two comments stated that the reg-
ulation was unclear in proposed §2.706
(b) as to who might appear at the hear-
ings to represent & person named in the
Notice of Hearing. One comment fur-
ther noted that a designated representa-
tive might appear pursuant to § 2.705¢1)
as proposed but fail to present written
authorization, in which case, presum-
ably, the hearing could not proceed.

The Commissioner concludes that be-
cause a section 305 hearing is not open
to the public, all persons attending, other
than FDA officials, must appear at the
request of and on behalf of the respond-
ent; § 2.706(b) (2) is modified to clarify
this limitation. If someone appears at a
hearing claiming to be the designated
representative of a person named in a
Notice of Hearing, but without written
authorization, the hearing officer shall
attempt to verify the claim by telephone
or other means before beginning the

hearing. Such verification is acceptable
in those circumstances and § 2.705(1)
is amended In the final regulation to pro-
vide for this procedure. If however,
proper verification cannot be obtained
for a respondent, the hearing with re-
epect to that respondent will not be held
at that time,

11. A related comment suggested that
the regulations provide for additions!
FDA personnel to be present at section
305 hearings to assist the hearing offi-
cer or for training or other purposes.

The Commissioner concurs in this
suggestion and § 2.706(a) is amended to
provide for the presence of additional
FDA personnel.

12. One comment suggested that the
investigator who observed the alleged
violations be present at section 305 hear-
ings to assure that the person charged
has the opportunity to bring out all per-
tinent facts.

Section 305 hearings were not intended
to be adversary proceedings, but rather
were designed to provide an opportunity
for a respondent to present his views.
For this reason, §2.706(b)(3) as pro-
posed provided that the “Food and Drug
Administration is under no obligation to
present evidence or witnesses.” More-
over, hearing officers are sufliciently
aware of the facts of each case so that
they may clarify any charges that may
be questioned. Therefore, this suggestion
is rejected. =

13. One comment recommended that
$5 27068 (¢) and (d) be modified to pro-
vide that a summary of the hearing be
dictated whether or not & verbatim tran-
script is prepared.

While recognizing that hearing tran-
scripts may be delayed, the Commission-
er does not belleve that two separate
documents are necessary or desirable. It
is anticipated that hearing officers will
retain their notes until transcripts are
received and they may prepare internal
memoranda to promptly advise thelr su-
pervisors. Any time taken awaiting a
hearing transcript will not adversely af-
fect a respondent’s ability to submit
written supplemental comments pursi-
ant to §2.706(g) of the regulations,

14. Two comments suggested that re-
spondents (1) be permitted to remain
during the dictation of the summary in
order to comment or suggest corrections
or (2) have 10 calendar days to review
the transeript or summary of a hearing
to provide written comments.

The Commissioner concurs, Sections
2706 (d) and (g) of the final regulation
are revised to provide both an opportu-
nity to await dictation of the summary
and make comment at that time, as well
as 10 calendar days for written supple-
mentation upon receipt of the summary
or transcript.

15. One comment suggested that the
standard for reopening hearings be mod-
ified to permit a hearing to be reopened
when a respondent demonstrates only
that new information has come to light
that could affect the FDA decision to
prosecute but not also, as proposed, that
such information was not previously
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readily available. The comment also sug-
gested that a respondent be allowed to
supplement his presentation with writ-
ten or documentary material at any time
prior to a recommendation for prosecu-
tion,

In response to this suggestion, & 2.706
(g) has been revised to provide assur-
ance that supplemental materials, sub-
mitted by a respondent within 10 calen-
dar days after the date of a written
response to a Notice of Hearing or 10
calendar days after the date that re-
spondent receives the transcript or the
summary of hearing, shall be considered
before the final agency decision. The
final order states that any supplemental
materials recelved after the 10-day re-
sponse period will be considered and
added to the record of hearing only if
the final decison has not already been
made.

The Commissioner believes that a de-
manding standard should be maintained
{or the reopening of hearings since there
are procedures to submit supplemental
materials In documentary form. For this
reason, §2.706(e) has been modified to
require that requests for a reopened
hearing specify the nature of the new
information, the reason why it was not
previously avallable to the respondent,
and the reason it should not be sub-
mitted in documentary form. The final
regulation provides that a hearing will
be reopened only if the information to
be submitted. was not reasonably avail-
able to the respondent at the time of the
initial hearing.

16. Three oommenta recommended
that §% 2.706(h) and (1) be amended to
provide that decisions to prosecute per-
sons afforded & 305 hearing be made
within a specified time and that all per-
sons charged should be notified of the
decision.

The Commissioner rejects the sugges-
tion that FDA be bound to a prescribed
review time, Responses to section 305 no-
tices may be brief or extensive, including
laboratory analyses. On occasion, legal
memoranda and other documentary evi-
dence is submitted, Of course, a person
named In a notice need not appear at
all, In view of these variables, and the
benefit to a respondent of the full con-
sideration of the case at the various lev-
els of review beyond the FDA district
office, it would be not only artificial but
detrimental to impose a time limitation.
The timeliness of prosecution for viola-
tions of the act will be measured by stat-
ute of limitations.

With respect to notification of the
agency’s decision not to prosecute, the
Commissioner has concluded that each
named individual will be notified imme-
diately when consideration of criminal
prosecution is closed with respect to all
such persons, as set forth under § 2.706
(h). Where prosecution of some named
persons Is recommended to a United
States attorney, notification of those not
recommended for prosecution will be
made only if such notification will not
prejudice the prosecution of the poten-
tial defendants, as set forth under § 2.706
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(1), The Commissioner concludes that
the risk of prejudice to a subsequently
named defendant outweighs the delay
in advising those who are no longer be-
ing considered bv the agency for crim-
inal prosecution.

17, One comment objected to that por-
tion of § 2.707(¢c) that permits the name
of a person considered for prosecution,
but not prosecuted, to be disclosed under
the Freedom of Information Act (5
U.S.C. 552) if the Commissioner con-
cludes there is compelling public interest
to do so. The comment asserted that in
no situation would the public interest be
served and that, if the names are to be
released, it should only be with the con-
sent of the named individual.

The Commissioner can envision situa-
tions in which the fact that a person was
considered by the agency for prosecution
but not found to be responsible is prefer-
able to the implication that inculpatory
evidence exists in agency files. Since the
regulation provides that release is meas-
ured by a compelling public interest,
written consent of the individuals in-
volved should not be required. Section
2.707(¢c) is consistent with its predeces-
sor, § 1.6(c) (4) (21 CFR 1.6(¢c)(4)), and
with the agency's regulation on disclo-
sure of public information in §4.64(d)
(4) (21 CFR 4.64(d)(4)). Accordingly,
the comment is rejected.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 305, 701
(a), 52 Stat, 1045, 1055 (21 U.S.C. 335,
371(2))) and under authority delegated
to the Commissioner (21 CFR 5.1) (re-
codification published in the FepeEmraL
Recister of June 15, 1976 (41 FR
24262)) ; It is ordered, That Chapter I of
Title 21 of the Code of Federal Regula-
tions be amended as follows:

PART 1—REGULATIONS FOR THE EN-
FORCEMENT OF THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT AND THE
FAIR PACKAGING AND LABELING ACT

§1.6 [Revoked]

1. In Part 1, by revoking §1.6 Pres-
wuonolvimuudermﬂonsosw
act.

PART 2—ADMINISTRATIVE FUNCTIONS,
PRACTICES, AND PROCEDURES

2. In Part 2 by adding new Subpart N,
consisting of the following sections:
Subpart N—En!om;m Policy, Practices, and
Sec.

2,700
2703
2705

Scope and purpose,

Definltions.

Informal hearing before report of
criminal violation.

Conduct of Informal hearing before
report of criminal violation.

Records reiated to hearings conducted
before report of criminal violation,

Avrnority: Secs, 305, 701(a), 52 Stat. 1045,
1055 (21 U.S.C. 335, 371(a) ).

Subpart N—Enforcement Policy, Practices,
and Procedures

§2.700 Scope and purpose.

Subpart N of Part 2 governs the prac-
tices and procedures applicable to regu-

2706

2707
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latory enforcement actions Initiated by
the Food and Drug Administration pur-
suant to the Federal Food, Drug, and
Cosmetic Act (21 US.C. 301 et seq.) and
other laws that it administers. This sub-
part is promulgated to clarify and ex-
plain the regulatory enforcement prac-
tices and procedures of the Food and
Drug Administration, enhance public un-
derstanding, improve consumer protec-
tion, and assure uniform and consistent
application of practices and procedures
throughout the agency.

§2.703 Delinitions.

(a) “Agency” means the Food and
Drug Administration.

(b) “Notice of Hearing" means the
document (Form FD-466), also referred
to as a “citation” or “cite,” that provides
notice to & person against whom crim-
inal prosecution is contemplated of the
opportunity to present his views to the
agency regarding an alleged violation.

(c) “Other laws administered by the
Food and Drug Administration” includes,
but is not limited to, the Fair Packaging
and Labeling Act (15 U.S.C. 1451 et seq.),
the Federal Caustic Polson Act (15 US.C.
401-411), the Radiation Control for
Health and Safety Act (42 US.C. 263b-
263n), and provisions of the Public
Health Service Act relating to biologics
(section 351 (42 U.S.C. 262)), and inter-
state quarantine, including milk and
food service and shellfish sanitation,
(section 361 (42 US.C. 264)).

(d) “Responsible individual” includes
those in positions of power or authority
to detect, prevent, or correct violations
of the Federal Food, Drug, and Cosmetic
Act.

(¢) “Respondent” means a person
named fn a Notice of Hearing, who
either in person, by designated repre-
sentative, or in writing presents his views
concerning an alleged violation. P

§2.705 Informal hearing before report

of eriminal violation.

(a) A person against whom criminal
prosecution under the Federal Food,
Drug, and Cosmetic Act Is being contem-
plated by the Food and Drug Adminis-
tration shall, except in compelling cir-
cumstances, be given appropriate notice
and an opportunity for an informal
hearing beforée the agency to present in-
formation and views to show cause why
institution of criminal prosecution
should not be recommended to a United
States attorney.

(b) An opportunity for siich a hearing
shall be afforded all persons who, in the
Judgment of the Food and Drug Admin-
istration, appear to have had a respon-
sible share in the furtherance of a
transaction that violates the law,

(¢) Opportunity for hearing shall be
provided by a Notice of Hearing (Form
FD-466) sent to each person who ap-
pears to share responsibility for a viola-
tion. A Notice of Hearing shall identify
the products and/or shipments alleged
to be in violation, and shall be sent by
registered or certified malil, wecnm.
telex, personal dellvery, or any other
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appropriate mode of written communi-
cation. The Notice of Hearing shall
specify the time and place of the hear-
ing and shall be accompanied by:

(1) A Charge Sheet (Form FD-1854)
summarizing the apparent violations of
the act and of other laws administered
by the agency that constitute the basis
of the contemplated prosecution.

(2) An Information Sheet (Form FD-
466a) describing the purpose and pro-
cedure of the hearing.

(3) A Legal Status Sheet (Form FD-
454) which the respondent is requested
to fill out and return with the response
to the Notice of Hearing.

(d) If more than one person is named
in a Notice of Hearing, & separate hear-
ing for any named person shall be sched-
uled on request. Otherwise, the time and
place specified for a hearing may be
changed only upon a showing of reason~
able grounds. Requests for any change
shall be addressed to the office in the
Food and Drug Administration that is-
sued the Notice of Hearing and shall be
received in that office at least 3 working
days before the date set in the Notice of
Hearing.

(e) A person who has received a
Notice of Hearing is under no legal obli-
gation to appear or answer in any
manner. If a person chooses to respond,
he may appear personally, with or with-
out a representative, or he may desig-
nate a representative to appear for him.
Alternatively, a person may respond in
writing. If & person elects not to respond
on or before the time scheduled for the
hearing, the Food and Drug Adminis-
tration will, without further notice, de-
cide whether to recommend criminal
prosecution to a United States attorney
on the basis of the evidence available.

(f) When a respondent chooses to ap-
pear solely by designated representative,
stich representative shall present to the
hearing officer a signed statement of au-
thorization. When a representative ap-
pears for more than one respondent, he
shall submit independent documentation
of his authority to act for each. If a rep-
resentative appears without written au-
thorization, the hearing with respect to
that respondent may proceed only if the
hearing officer first verifies by telephone,
or other appropriate means, the authen-
ticity of the representative.

£ 2.706 Conduct of informal hearing
hefore report of eriminal violation.

(a) The hearing shall be conducted by
a Food and Drug Administration em-
ployee who has been deslgnated as a
hearing officer. Other Food and Drug
Administration employees may be pres-
ent, and the purpose of their attendance
will be stated for the record.

(b) The hearing shall be conducted in
the following fashion:

(1) The hearing shall commence at
the time and place designated in the No-
tice of Hearing, or as otherwise agreed
to by the participants.

(2) The hearing shall not be open to
the public. The hearing officer will per-
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mit participation of other persons only
if they appear with the respondent or his
designated representative and at the re-
quest of and on behaif of the respondent,
provided they identify themselves and
their relationship to the respondent and
state on the record that they are appear-
ing for the respondent.

(3) The hearing shall be informal and
shall be conducted In a manner that fa-
cilitates the presentation of information
and views by the respondent. Rules of
evidence shall not apply. At the outset,
the hearing officer shall briefly review
the basis on which criminal prosecution
is contemplated. The Food and Drug Ad-
ministration i5 under no obligation to
present evidence or witnesses.

(4) A respondent may present any in-
forimation bearing on why he should not
be prosecuted. Such information may
consist of statements of persons appear-
ing on his behalf, letters, documents, lab-
oratory analyses, if applicable, or any
other data or arguments relevant to the
allegations set forth In the Charge Sheet,
Such information, including statements
by the respondent, may be introduced at
at any subsequent trial.

(5) If the respondent holds a '‘guar-
anty or undertaking” (as described in
section 308 of the act (21 U.S.C. 333(¢c)))
that is applicable to any article on which
the Notice of Hearing is based, such guar-
anty or undertaking, or verified copy
thereof, may be presented by the re-
spondent. Such document will be made
a part of the record of the hearing.

(¢) The respondent shall have the
right to have the hearing transcribed at
his expense, in which case & copy of such
transeription shall be furnished to the
Food and Drug Administration, Alterna-
tively, the hearing officer may, at his ds-
cretion, order the hearing transcribed
at the expense of the Food and Drug
Administration, in which case a copy of
such transcription shall be provided to
each respondent.

(d) If the hearing is not transcribed,
the hearing officer shall dictate a writ-
ten summary of the hearing at its con-
clusion. The respondent shall be offered
the opportunity to remain during the
dictation to offer additional comments
or corrections. A copy of the completed
written summary shall be provided to
each respondent whether or not he re-
mains during dictation, Respondents
may submit comments on the summary
in accordance with paragraph (g) of
this section.

(e) If a respondent obtains new infor-
mation that was not reasonably avail-
able to him at the time of the hearing,
a timely written request to reopen the
hearing may be submitted to the office
in the Food and Drug Administration
where the hearing was held. Such a re-
quest shall specify the nature of the new
information sought to be presented, the
reason why it was not previously avail-
able to the respondent, and the reason
it should not be submitted in documen-
tary form. If the Commissioner con-
cludes that presentation of the informa-
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tion may have a bearing on the decision
to prosecute, he shall designate an em-
ployee of the Food and Drug Adminis-
tration to conduct the reopened hearing.
Any reopened hearing shall be governed
by the procedures set forth in this sub-
part, and the written request and the
summary or transcript of the reopened
session shall become part of the record
of the hearing.

(f) The record of the hearing shall
consist of the following:

(1) The Notice of Hearing.

(2) The Charge Sheet.

(3) The Legal Status Sheet, if com-
pleted and returned by the respondent.

(4) All documentary information sub-
mitted by the respondent.

(5) The transcript or summary of the
hearing and of any reopened session of
such hearing,

(g) A respondent may supplement
any response made on his behalf with
additional written or documentary evi-
dence and/or provide written comment
on the summary of hearing or the tran-
seript. To ensure that any submission
will receive consideration before the
agency decides whether or not to rec-
ommend prosecution, such submission
shall be furnished to the office in the
Food and Drug Administration where
the hearing was held no later than 10
calendar days after either the date of a
written response to a Notice of Hearing
or the date the respondent receives the
transcript or the summary of hearing.
Any materials received after the 10-day
supplemental response period has ex-
pired will be considered and added to
the record of hearing If the final deci-
sion has not yet been made. Any such
supplemental material shall be made &
part of the record of the hearing.

(h) When consideration of criminal
prosecution involving the same viola-
tions Is closed by the agency with re-
spect to all persons named in the No-
tice(s) of Hearing and no further crimi-
nal action is contemplated for the of-
fenses charged, the agency will so notify
each person in writing.

(1) When it is finally determined that
a person named in a Notice of Hearing
will not be included in the agency recom-
mendation for prosecution, the agency
will notify that person, if and when it
concludes that notification will not prel-
udice the prosecution of any other per-
son.

(§) When a United States attorney in-
forms the agency that he will prosecute
some but not all persons who had been
provided an opportunity for a hearing
and were subsequently named in an
agency recommendation for prosecution,
the Food and Drug Administration will
notify those persons eliminated from fur-
ther consideration after belng advised
by the United States attorney that such
notification will not prejudice the prose-
cution of any other person. When a
United States attorney informs the
agency that no persons recommended by
the agency will be prosecuted, the agency
will so notify each person in writing

4, 1977




§2.707 Records related to hearings con-
ducted before report of criminal vio-

(a) Records relating to a section 305
hearing constitute investigatory records
for law enforcement purposes and may
include inter- and Intra-agency memo-
randa.

(1) Notwithstanding the rule estab-
lished in § 4.21 of this chapter. no record
relating to a section 305 hearing is avail-
able for public disclosure until consid-
eration of criminal prosecution has been
closed in accordance with paragraph (b)
of this section, except as provided in
§ 4.82 of this chapter. Only very rarely
and only under circumstances that dem-
onstrate a compelling public interest will
the Commissioner exercise his discretion
to disclose records (pursuant to § 4.82 of
this chapter) relating to a section 308
hearing before the consideration -
criminal prosecution is closed.

(2) After consideration of criminal
prosecution is closed such records are
available for public disclosure in response
to & request under the Freedom of In-
formation Act, except to the extent that
the exemptions from disclosure in Sub-
part D of Part 4 of this chapter are ap-
plicable. No statements of persons ob-
tained through promises of confidential-
ity shall bg available for public disclosure.

(b) Consideration of eriminal prosecu-
tion based upon a particular section 305
hearing shall be deemed to be closed
within the meaning of this section and
§2.706 when a final decision has been
made not to recommend criminal prose-
cution to & United States attorney based
upon charges set forth in the Notice of
Hearing and considered at that hearing,
or such recommendation has been finally
refused by the United States attorney, or
criminal prosecution has been instituted
and the matter and all related appeals
have been concluded, or the statute of
limitations has run,

(c) Before disclosure of any record
specifically reflecting consideration of
possible criminal prosecution of any in-
dividual, all names and other informa-
tion that would identify an individual
whose prosecution was considered but
who was not recommended for prosecu-
tion or, if recommended for prosecution
was not prosecuted, shall be deleted, un-
less the Commissioner concludes that
there is a compelling public interest in
the disclosure of such names.

(d) Names and other information that
would {dentify a Food and Drug Admin-
Istration employee shall be deleted from
section 305 hearing records before public
disclosure only pursuant to § 4.32 of this
chapter,

PART 4—PUBLIC INFORMATION
§4.21 [Amended)

3. Section 4.21 Uniform access to
records is amended in paragraph (b) by
changing the reference to “§ 1.6¢c) (1) "
to read “§ 2.707(a) (1) ."

§4.64 [Amended]

4. Section 4.64 Imvestigatory records
compiled for law enforcement puUrposes
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is amended in paragraph (c)(2) by
changing the reference to “§ 1.6(c)" to
read “'§ 2.707."

§ 41100 [Amended]

5. Section 4.100 Applicability; cross-
reference to other regulations is amended
in paragraph (c)(1) by changing the
reference to “§ 1.6(¢c)" to read “§ 2.707."

Effective date. This regulation shall
become effective March 7, 1977,
(Secs. 305, 701(a), 52 Stat. 1045, 1055 (21
U.S.C. 356, 371()).)

Dated: January 28, 1877.

SHERWIN GARDNER,
Acting Commissioner of
Food and Drugs.

{FR D00.77-3339 Filed 2-3-77:8:45 am|

[Docket No. TTN-0008]

PART 8—COLOR ADDITIVES

Listing of FD&C Yellow No. 5 for Cosmetic
Use Subject to Certification; Stay of
Effectiveness

The Food and Drug Administration
(FDA) is announcing a stay of the effec-
tiveness of the order listing FD&C Yellow
No. 5 for use in externally appled
cosmetics.

In the Feperal RecisTEr of January
21, 1974 (39 FR 2358), the Commissioner
of Food and Drugs issued an order list-
ing FD&C Yellow No. 5 for use in
extérnally applied cosmetics other than
hair straighteners, permanent wave
preparations, and depilatories by adding
new § 8.7255 (21 CFR 8.7255). The con-
tinued use of these three types of prod-
ucts has been permitted undeg the pro-
visional listing of FD&C Yellow No. 5.

Timely objections to the order were
received from a manufacturer of colors,
a manufacturer of cosmetics, and a trade
association. Two of the letters objected
to the order’s exclusion of the use of
FD&C Yellow No. 5 in ingested cosmetics.
Both letters claimed that such use should
be included in the order and cited find-
ings from teratological and multirepro-
duction studies as supporting evidence
for their safe use, It was also cited that
the color was already listed for use in
food and ingested drugs. Two of the
letters objected to the exclusion of the
use of the color in hair straighteners,
permanent wave preparations, and
depilatories. One letter objected to the
omission of a final listing of lakes made
from FD&C Yellow No. 5. One letter ob-
jected to the omission of the use of FD&C
Yellow No. 5 in externally applied drugs.
The filing of these objections auto-
matically served to stay the effectiveness
of the order because they involved its
primary aspects.

A proposal was published in the Fen-
ERAL RecIsTER of September 23, 1976 (41
FR 41860) to postpone the closing dates
for the provisional listing of certain
color additives beyond December 31,
1976. One of the requirements that the
proposal would impose is the submission
of new data from chronic studies with
certain color additives, including FD&C
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Yellow No. 5. The Commissioner, in
evaluating the listing of FD&C Yellow
No. 5 for external cosmetic use, con-
cludes that such action is inappropriate
pending receipt of the new data from
chronic studies with FD&C Yellow No.
b.

Accordingly, the Commissioner is an-
nouncing in accordance with section 701
(e) (2) of the Federal Food, Drug, and
Cosmetic Act (21 US.C. 371 (e)(2)),
that the effectiveness has been stayed
for the order listing FD&C Yellow No. &
for use in externally applied cosmetics.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (sec. 701(e),
706 (b), (¢), and (d), 70 Stat, 919, 74
Stat, 399-403 (21 U.SC. 371(e), 376 (b),
(¢c), and (d))) and under authority
delegated to the Commissioner (21 CFR
5.1) (recodification published in the
Feperar REcIsTER of June 15, 1976 (41
FR 24262)), notice is given that the ef-
fective date of March 22, 1974 for the
order amending Part 8 by adding new
Subpart G consisting of §87255 is
stayed by the filing of timely and valld
objections.

Until further notice, FD&C Yellow No.
5 will continue to be provisionally listed
for use in cosmetics, generally, and in
externally applied drugs.

Dated: January 28, 1977.

SHERWIN GARDNER,
Acting Commissioner of
Food and Drugs.

|FR Doc.T7-3337 Filed 2-3-77.8:456 am]

CHAPTER 1I-—DRUG ENFORCEMENT AD-
%lcPJEISTRATION. DEPARTMENT OF JUS-

PART 1308—SCHEDULES OF
CONTROLLED SUBSTANCES

Exempt Chemical Preparations

The Administrator of the Drug En-
forcement Administration has received
applications pursuant to § 1308.23 of Title
21 of the Code of Federal Regulations
requesting that several chemical prep-
arations containing controlled sub-
stances be granted the exemptions pro-
vided for in § 1308.24 of Title 21 of the
Code of Federal Regulations,

The Administrator hereby finds that
each of the following chemical prépara-
tions and mixtures s intended for labo-
ratory, industrial, education, or special
research purposes, is not intended for
general administration to a human being
or other animal, and either (a)
contains no narcotic controlled sub-
stances and is packaged in such a form
or concentration that the package quan-
tity does not present iny significant po-
tential for abuse, (b) contains either a
narcotic or non-narcotic controlled sub-
stance and one or more adulterating or
denaturing agents in such a manner,
combination. quantity, proportion or con-
centration, that the preparation or mix-
ture does not present any potential for
abuse. or (¢) the formulation of such
preparation or mixture incorporates
methods of denaturing or other means
80 that the controlled substance cannot
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in practice be removed, and therefore
the preparation or mixture does not pre-
sent any significant potential for abuse.
The Administrator further finds that ex-
emption of the following chemical prep-
arations and mixtures is consistent with
the public health and safety as well as
the needs of researchers, chemical ana-
lysts, and suppliers of these products,
Therefore, pursuant to section 202(d)
of the Comprehensive Drug Abuse Pre-
vention and Control Act of 1870 (21
U.S.C. 812(d)), and under the authority
vested in the Attorney General by sec-
tions 301 and 501(b) of the Act (21
U.S.C. 821 and 871(b)) and delegated to
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the Administrator of the Drug Enforce=~
ment Administration by, and in accord-
ance with, Regulations of the Depart-
ment of Justice (Title 28 of the Code of
Federal Regulations, Part 0), the Ad-
ministrator of the Drug Enforcement
Administration hereby orders that Part
1308 of Title 21 of the Code of Federal
Regulations be amended as follows:
a. By amending § 1308.24(i) by adding
the following chemical preparations:
§ 1308.24 Exempt chemical prepara-
tions.
» » - - -

(1) oo o

Title 26—Internal Revenue
CHAPTER I—INTERNAL REVENUE SERV-
ICE, DEPARTMENT OF THE TREASURY
SUBCHAPTER A—INCOME TAX.
IT.D. 7450]
PART 7—TEMPORARY INCOME TAX REG-

ULATIONS UNDER THE TAX REFORM
ACT OF 1976

Various Elections
Correction

In FR Doc. 77-703, appearing at page
1469 in the issue for Friday, January 7,
1977, in §7.0(d), the sixth line which
appears at the bottom of the second col-
umn on page 1470 should read “graphs

Manufseturer or sopplier  Prodoet name and supplier’s eatalog No. Farm of product lea:;{;{m (e) (1) (1), (c)(4) and (c)(B) = * *»
Tm Divum~ .lmnu TEMPILAR® STRIPED MYLAR.... ... mg‘a)::;'m sheet: € by 12 in. Sept. 22,1976 Title 29—Labor
3 N onve
Naterinis & Toohnology. . Methndone StandArd........................ Screwenp vial: 10ml....... ept 17,1570 CHAPTER IV—OFFICE OF LABOR-MAN-
ystems, Tn. YD e ":o“" "m AGEMENT STANDARDS ENFORCEMENT,
.................... o S eenPas it ireeetosasenns sl - Rl"EN' LABO
1 3 TR SR Sy Benzoyl cogonine (cocaine) standmrd ... ......... L TSP R AR 3 DEPA OF R
J. T. Baker Chemical Co,, TOXI-PAK® Immuno HI™ morphine- Bottle: 20ml. ... ..ol Bgpt. 20,1076 SUBCHAPTER A—LABOR-MANAGEMENT
D es Division, :a.ngum red blood cells, produet No. REPORTS
) ) PR S S Tq)'n';'rsx- N;;nﬂm%no‘ J{'{" morphine Bottle: $ml.......coeeeee Do PART 402—LABOR ORGANIZATION
stancard, ~NO, U E"mls
B I R s St hs T?ﬁ&l-'l:’shr:“'\:lnlzmuno HI™ merphine Xit: 200 determinaticns. .. Do. INFORMATION R
+ P urt No. 10700, M QDORO
)P PP R R e A T(;XI:;:‘:GKW h?mnnn\_ - HIT™ methadone Bottle: Sml. o ovrivniveas Do. Su “M R
tan et No, . -
O Sk fentveanssashhab TQ':‘(l-l’Aw“mvlmlmuno HI™ methadorie Kit: 200 determinations.. . Do. On Ii‘g:gbegg .Llog 72% w‘%tz: D‘;:s
. prod No. 10708, M dm .
Bio—Rm&mu & Diagnos- Onr:r. toxicology contral serum, product No. Botthe: 10ml. ... Bopt. 15,1978 published in the FEpERAL REGISTER (41
N e S Or:ho'xwm control urine proficiency, Bottle: 5. ............ De. mERm 513:% 29 I.MCT Rl :0?%:"’“‘” oxmsc"he
. WL -1A, ur-
B S e Or;rh:)\gnﬂ“mlnﬂruhnt control serum, prod- Bottle: 10ml .. ... ... ... Do, rentg Statu.s‘:n;..abor Orgam::uon Infor-
NO. v «
Becton, Dickinson & Co. Human thyrotd stimnlating bormons radio- Kit: 100 determinations... Oct. §1976 mation Supplement,” by labor organiza-
Behwarz/Mann Division, — immuncassay kit (S1), ca No, 224210, tions to update the Information previ-
v TORASTT SRRSO 'l"l{ymgggll:mmng hormone (1), eatalog Glass viad: 10cc. .ounneen. Do. - filed by the labor organizations on
INO, & B usly
B R e C w et ha Motreats Thzlr.u %hqg:‘tligl hormone antiserum, ... B0 st TRt Bo. Form LM-1, “Labor Organization Infor-
L8 b . N ”»
... Precipitating antiseram, catalog No. 24811 ...... il [ Do. mation Report,” or on a previously filed
B ot P T S : De; '+ 7Form LM=1A 404 10 Didats the conet ol
" HELADAAT] A, COBIOR NO. Z20812es . s s Do. tion and bylaws or other documents filed
g:u\m B, f;;:xm No. mrwn 3, B& with those reports. Form LM-1A and
e , catalog No, 225011... the documents prescribed by the instruc-
e suandard D, catalog No. 225118, P Da. e
T Buangard . catalos No, 225215, O tions to the forms are currently required
Human “0" DGV (dextrose gelatin veronal Oet. 141978 to be filed for each annual reporting

butler).
Mmrob(oloncd Asaocinles,

m of Whittaker  text), product No. 17-744,

uct No. 10-3

Do. . Antissrum.....
Unjon  Cnarbide Corp, Centris test-T, kit..
(clinfeal diagnostics®,
Do. ... . Thyroxine antiserum. .

o oo Thyroxine radiolabel. . .
Teeluant....

Ty uptake 32 tracer solution

Veronal buffer (3Xeoncentrated for LBCF

..................... Veronal buffer (6Xconcentrated), product
No. 12-624,

Denrw-m%uimmonn (DGV) solution,

.. T4 TIA(PEG) kit catalog code TMLO2. ...

T4 RIA(PEG) kit catalog code TM.02)
. Thyroxine (1), ....oovereses
Antiserum

T. Nonspecifie binding. .........
Beparation columng. .........

T« RIA 3] tracer solution. ..
T RIA bufler solution.......

Ty RIA buffer solation... ...
T RIA 9] tracer soiution...
Ty uptake bufler solution.....

(il? botthe: 500 ml, 100 Oct, 1K 1078
mh

Glass bottle: O ml.......
Gh? bottle: 500 ml, 100

ml,
Kit: 50 detenmuinations. ... Nov. 10, 1976
wee Kit: 300 determinations. .. Do,
eee VIRLIODINR —ooooeiaianes Do,
ves VIRR JOO IR o\ eeaiaiaian Do.
Kit: 88 determinations. ... Nov. 15,1976

Do,

s Ambervial: 00ml........ Do,
.. Ambervial:dml.. ... ..... Do,
. Amber vial: 100 ml..... ... Do,
....... .. Ambervial: Sl ..., Do,
............... Securitainers: 10 phastic Do,
columns, % in dismoter
and 4 in long esch.
............... il 30 ml. ... e Der, M4, 1970
.............. High density polyeth Do,
ylene bottle: 8 oz,
RSO SRR TN (oS St Do,
.............. Viak: 30 ml. .. iiiaiinnane Da,
............. High density polyeth. Do,
yiens bottle: 8 oz,
............... Vil B0 Ml L S e sa Da,

Effective date. This order is effective
February 4, 1977. Any person interested
may file written comments on or objec-
tions to the order on or before March 25,
1977. ¥ any such comments or objec-
tions raise significant issues regarding
any finding of fact or conclusion of law
upon which the order is based, the Ad-
ministrator shall immediately suspend
the effectiveness of the order until he
may reconsider the application in light

of the comments and objections filed.

Thereafter, the Administrator shall re-

instate, revoke or amend his original or-

der as he determines appropriate.
Dated: January 26, 1977,

PeTer B. BENSINGER,
Administrator,
Drug Enforcement Administration,

[FR Doc/77-3387 Filed 2-3-77;8:45 am|

period in which there have been changes
in the labor organization’s constitution
and bylaws or in the practices or proce-
dures for which separate statements
were filed by the labor organization in
response to question 18 on Form LM-1 or
question 10 on Form LM-1A.

If a subordinate labor organization
adopts or has adopted as its constitu-
tion and bylaws a uniform constitution
and bylaws prescribed by its parent na-
tional or international labor organiza-
tion, it is not required to file such a uni-
form constitution and bylaws with its
{nitial information report on Form LM-1
or with any subsequent filing of Form
LM-1A if the parent national or inter-
national labor organization files as many
coples of the constitution and bylaws
with the Director of the Office of Labor-
Management Standards Enforcement
(LMSE) as the Director may request.
Since the primary purpose of Form LM-
1A is to insure that up-to-date coples of
a labor organization’s constitution and
bylaws and other governing rules are
filed with LMSE, it has been determined
that it is unnecessarily burdensome (0
require the filing of Form ILM-1A by
subordinate labor organizations for a re-
porting period in which the only changes
in their governing rules were changes in
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