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§ 148.11 Contents of application.

(a) An application for an award of
fees and expenses under the Act shall
identify the applicant and the
adjudicatory proceeding for which an
award is sought. The application shall
show: that the applicant has prevailed
and identify the pesition of the
Commission or other agency that the
applicant alleges was not substantially
justified. Unless the applicant is.an
individual, the application shall also
state the number of employees of the
applicant and describe briefly the type
and purpose of its organization or
business.

(b) The application shall also include
a statement that the applicant's net
worth does not exceed $2 million (if an
individual) or $7 million (for all ather
applicants, including their affiliates).
However, an applicant may omit this
statement if:

* . * L3

Subpart C—Procedures for
Considering Applications

- * * *

8. Section 148.26, paragraph (a), is
revised as follows:

§148.26 Further Proceedings.

(a) Ordinarily, the determination of an
award will be-made on the basis . of the
written record. However; on request of
either the applicant or counsel for the
Commission or for another relevant
agency, or on his or her own initiative,
the Presiding Officer may order further
proceedings, such as an informal:
conference, oral argument, additional
written submissions or an.evidentiary
hearing, Such further proceedings shall

be held only when necessary for full and.

fair resolution of the issues arising from
the application, and.shall be conducted
as promptly as possible. Whether or not
the position of the Commission was
substantially justified shall be
determined on the basis of the
administrative record, as a whole, which
is made in the adversary adjudication
lor which fees and other expenses are
sought. No discovery and/or evidentiary
proceedings shall be permitted into the
question of whether the agency's
bosition was substantially justified.

* - * -

9. Section 148.28 is revised as follows:

§148.28 Appeal to the Commission.

(a) Either the applicant or counsel for
the Commission: ar for another relevant
agency may appeal the initial decision
on the fee application by complying with
the requirements of this section. An:
appealing party shall serve upon
Opposing parties and shall file with the

Proceedings Clerk a notice of appeal
within fifteen (15) days after service of
the initial decision. The notice need:
consist only of a brief statement
indicating the filing party's intent to
appeal the initial decision, and' shall
include the date upon which the initial
decision was rendered, the name of the
proceeding, and the docket numben of
the proceeding; The failure of a party
timely to file and serve a notice of
appeal in accordance with this
paragraph, or to perfect the appeal in
accordance with paragraph (b) of this
section, shall constitute a voluntary
waiver of any objection to the initial
decision, and of all further
administrative or judicial review under
these rules and the Equal Access to
Justice Act.

(B) An appeal shall be perfected by
the appealing party by timely filing with
the Proceedings Clerk am: appeal brief
which meets the requirements of
paragraphs (b) and (d) of this section:
An original and' one copy of the appeal
brief shall' be filed within thirty (30)
days after filing of the notice of appeal.
By motion of the appealing party, the
Commission may, for'good cause shown,
extend the time for filing the appeal
brief. If the appeal brief is not filed
within the time prescribed in this
subparagraph, the Commission may,
upon its own motion or upoen motion by
a party, dismiss the appeal; in which
event the initial decision shall become:
the final decision and order of the
Commission, effective upon service of
the order of dismissal.

(c) The opposing party may, within
thirty (30) days after service of the:
appeal brief, filean eriginal and one
copy of an answering brief, and serve
one copy thereof, unless the time limit is
extended by the Commission upon
motion of the party and for good cause
shown.

(d) Parties filing an appeal brief or
answering brief shall meet the
requirements of § 10.12 of this Chapter
as to form. The content of briefs shall
satisfy the requirements of § 10:102(d) of
this Chapter, except that any party, with
leave of the' Commission, may file-an
informal document in lieu of a brief. No
brief shall exceed thirty-five (35) pages
in length without advance leave of the
Commission.

(e) On review, the Commission may,
in its discretion, consider sua sponte any
issues arising from the record and may
base its determination théreon, or limit
the issues to those presented in the
statement of issues in the briefs, treating
those issues not raised as waived.

Dated: May 19, 1986.
Jean A. Webb,

Secretary to the Commission, Commodily
Futures Trading Commission.

[FR Doc. 86-11634 Filed 5-22-86; 8:45 am|
BILLING CODE 6351-01-M
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SECURITIES AND EXCHANGE
COMMISSION

17 CFR Part 200
[Release No. 33-6644]

Delegations of Autﬁority to Director of
Division of Corporation Finance and
Regional Administrators

AGENCY: Securities and Exchange
Commission.

AcTiON: Final rule amendment:

SuUMMARY: The Commission is amending
its rules relating to general organization
to delegate to the Director of the
Division of Corporation Finance
authority to waive the disqualification
provisions. of Regulation. D-under the
Securities Act of 1933 (the “Securities
Act"), In:addition, the Commission is
amending the extent of the delegation of

- authority to its Regional Administrators

with respect to confidential treatment
applications filed:under the Securities
Act. The changes will enable the
Commission and its staff to. process the
waiver requests:and confidential
treatment applications expeditiously
and result in savings of time for the
Commission and the public.

EFFECTIVE DATE: May 19, 1986.

FOR FURTHER INFORMATION CONTACT:
Richard K. Wulff, (202) 272-2644,
Division of Corperation Finance,
Securities and' Exchange Commission,
450 Fifth Street, NW., Washington, DC
20549,

SUPPLEMENTARY INFORMATION: The
exemption provided by Rule 505 of
Regulation D (17 CFR 230.501—230.506)
under the Securities Act governing
limited offers and sales of securities not
exceeding five million dollars is not
available if any persons identified in
Rule 252 (c); (d), (e) and (f) of Regulation
A (17 CFR 230:251—230.264) are
involved in the offering, The
Commission may determine not to apply
such disqualification provision upon a
showing of good cause that under the
circumstances the Rule 505 exemption
should not be denied.

In‘ order to facilitate the processing of
waiver requests under Regulation D, as
described above, the Commission is
amending its delegation of authority
rules to indicate that the Director of the
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Division of Corporation Finance may
grant such applications under
Regulation D by specifically referring to
Rule 505.

Rule 242 (17 CFR 230.242) under the
Securities Acl provided an exemption
from the registration provisions of such
Act for certain limited offers and sales
by qualified issuers. That rule was a
predecessor and model for Rule 505 of
Regulation D. The Director of the
Division of Corporaltion Finance was
given the delegated authority to grant
applications for relief from the issuer
disqualification provisions of Rule 242.
These provisions, as with Rule 505, tie
into Regulation A, Rule 252 (c), (d), (e)
and (f) (17 CFR 230.252 (c), (d), (e) and
(f)) under the Securities Act. In view of
the delegation of authority relative to
Rule 505 and the removal of Rule 242
(Release No. 33-6389 (March 8, 1982) [47
FR 11251]), it is apparent that the
delegation of authority to the Director of
the Division of Corporation Finance,
relative to Rule 242 may be deleted.

Rule 406 (17 CFR 230.406) under the
Securities Act provides a method
whereby provisions of material
contracts may be accorded confidential
treatment where it is shown and the
Commission determines that disclosure
would impair the contract’s value and is
not necessary for the protection of
investors. Pursuant to delegated
authority, both the Director of the
Division of Corporation Finance and the
Commission’s Regional Administrators
have the power to grant such
applications for confidential treatment
(17 CFR 200.30-1(a)(3), 200.30-6(a)(3)).
The Director of the Division of
Corporation Finance, but not the
Regional Administrators, now has the
power lo deny certain confidential
treatment applications or schedule
hearings with regard to possible denial
of such applications (17 CFR 200.30-
1(a)(8)). The Commission finds it to be
appropriate that the Regional
Administrators have parallel authority
to the Director of the Division of
Caorporation Finance with respect lo
confidential treatment applications
made under the Securities Act.

The Commission also finds, in
accordance with sgction 553(b) of the
Administrative Procedure Act (5 U.S.C.
553(b)) that the foregoing action relates
solely to agency organization, pracedure
or practice, and that such section makes
unnecessary the notice and prior
publication reguired by the Act (5 U.S.C.
553). In view of the foregoing, and the
expeditious processing which will result
in time savings to both the Commission
and the public, good cause exists for
dispensing with the normal thirty day

delay in effecliveness. Accordingly, the
amendments to Rules 30-1 and 30-6 are
effective immediately.

List of Subjects in 17 CFR Part 200

Administrative practice and
procedure, Freedom of information,
Privacy, Securities.

Text of Amendment

Accordingly, Part 200 of Chapter 1l of
Title 17 of the Code of Federal
Regulations is hereby amended as
follows:

FART 200—ORGANIZATION;
CONDUCT AND ETHICS; AND
INFORMATION REQUESTS

1. The authority citation for Part 200
continues to read as follows:

Authority: Secs. 19, 23, 44 Stat. 85, 901, as
amended, sec. 20, 49 Stat, 833, sec. 319, 53
Siat. 1173, secs. 38, 211, 54 Stat. 841, 855; 15
U.5.C. 77s, 78w, 79, 77sss, 80a-37, 80b-11,
unless otherwise noted. § 200.30-1 is also
issued under secs. 6, 7, 8, 10, 19(2a), 48 Stat. 78,
79, 81, 85; secs. 205, 209, 48 Stal. 906, 908; sec.
301, 54 Stal. 857; sec. 8, 68 Stal, 685; sec.
308(a)(2), 90 Stat. 57; secs. 3(b), 12, 13, 14,
15(d), 23(a), 48 Stat. 882, 892, 894, 895, 901;
secs. 203(a), 1, 3, 8, 49 Stat. 704, 1375, 1377,
1379:; secs. 202, 68 Stal. 686; secs. 4, 5, 68{d). 78
Stal. 569, 570-574: secs. 1, 2, 3, 82 Stat. 454,

" 455; secs. 28(c), 1, 2, 3, 4, 5, 84 Stat. 1435, 1497;

sec. 105(b), 88 Stat. 1503; secs. 8, 9, 10, 89 Stat,
117, 118, 119; sec. 308(h), 90 Stat. 57; sec. 18,
89 Stal. 155; secs. 202, 203, 204, 91 Stat, 1494,
1498-1500; sec. 20(a), 49 Stat, 833; sec, 319, 53
Stal. 1173; sec. 38, 54 Stat. 841 15 U.S.C. 771,
778, 77h, 77, 77s(a), 78¢{b), 781, 78m, 78n,
780(d), 78w(a), 79t(a), 77sss(a), 80a-37; Pub. L.
87-592, 76 Slat. 394, 15 U.S.C. 78d-1, 78d-2.

§ 200.30-3 is also issued under secs. 3(b),
19(a), 48 Stat. 75, 85; sec. 209, 48 Stat. 908; c.
122, 59 Stat. 167; Pub. L. 91-565, 84 Stat. 1480;
15 U.S.C. 77¢(b), 77s(a) 78d-1, 78n, 80a-37;
secs. 2,17 and 23 thereof (15 U.S.C. 78b, 78q
and 78w).

2. Section 200.30-1 is amended by
revising paragraph (d) as follows:

§ 200.30-1 Delegation of authority to
Director of Division of Corporation Finance.
{d) With respect to the Securities Act
of 1933 (15 U.S.C. 77a et seq.) and
Regulation D thereunder (§ 230.501, et
seq. of this chapter), to authorize the
granting of applications under Rule
505(b)(2)(iii)(C). (§ 230.505(b)(2)(iii)(C) of
this chapter) upon a showing of good
cause that it is not necessary under the
circumstances that the exemption under
Regulation D be denied.

3. Section 200.30-6 is amended by
revising paragraph (a)(3) as follows:

§ 200.30-6 Delegation of authority to
Regional Administrators.

(a) - - -

(3) To grant applications for

confidential treatment of contract
provisions pursuant to Rule 406
(§ 230.406 of this chapter) under the Act;
to issue orders scheduling hearings on
such application and to deny any such
application as to which the applicant
waives his right to a hearing, provided
such applicant is advised of his right to
have such denial reviewed by the
Commission.

By the Commission.

Shirley E. Hollis,

Assistant Secretary.

May 19, 1986.

|FR Doc. 86-11721 Filed 5-22-86; 8:45 am|
BILLING CODE 8010-01-M !
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CEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parls 74 and 82
| Docket Nos. 83C-0012 and 84C-0426)

Confirmation of Effective Date for
D&C Green No. 6 as a Color Additive
for Coloring Absorbable Sutures

AGENCY: Food and Drug Administration.

ACTION: Final rule; confirmation of
effective date.

suMMARY: The Food and Drug
Administration (FDA) is confirming the
effective date of April 22, 1986, for the
final rule that amended the color
additive regulations to provided for an
increase in the level at which D&C
Green No. 6 can be used to color certain
polyglycolic acid surgical sutures and to
provide for its use for coloring
poly(glycolic acid-co-trimethylene
carbonate) absorable sutures for genera!
surgical use. These actions responded to
two petitions filed by American
Cyanamid Co.

EFFECTIVE DATE: Effective date
confirmed: April 22, 1986.

FOR FURTHER INFORMATION CONTACT:
Rudolph Harris, Center for Food Safety
and Applied Nutrition (HFF-335), Food
and Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202-472-5690.
SUPPLEMENTARY INFORMATION: In the
Federal Register of March 21, 1986 (51
FR 9780), FDA amended the color
additive regulations to provide for an
increase in the level at which D&C
Green No. 6 can be used to color certain
surgical sutures.

FDA gave interested persons until
April 21, 1986, to file objections or
requests for a hearing. The agency
received no objections or requests for a
hearing on the final rule. Therefore, FDA
has concluded that the final rule
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published in the Federal Register of
March 21, 1986, should be confirmed.

List of Subjects
21 CFR Part 74

Color additives, Cosmetics, Drugs,
Medical devices.

21 CFR Part 82

Color additives, Cosmetics, Drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act (secs. 701, 706,
52 Stat. 1055-1056 as amended, 74 Stat.
399-407 as amended (21 U.S.C. 371, 376))
and under authority delegated to the
Commissioner of Food and Drugs (21
CFR 5.10), notice is given that no
objections orrequests for a hearing
were filed in response to the March 21,
1986, final rule. Accordingly, the |
amendments promulgated thereby
became effective April 22, 1986.

Dated: May 19, 1986,

John M. Taylor,

Acting Associate Commissioner for
Regulatory Affairs.

[FR Doc. 86-11606 Filed 5-22-86; 8:45 am|
BILLING CODE 4160-01-M

21 CFR Part 510
Animal Drugs, Feeds, and Related
Products; Change of Sponsor Name

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect a
change of sponsor name for a new
animal drug application (NADA) from
Diagnostic Data, Inc., to DDI
Pharmaceuticals, Inc.

EFFECTIVE DATE: May 23, 1986. .

FOR FURTHER INFORMATION CONTACT:
David L. Gordon, Center for Veterinary
Medicine (HFV-238), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-6243.
SUPPLEMENTARY INFORMATION: DDI
Pharmaceuticals, Inc., formerly
Diagnostic Data, Inc., 518 Logue Ave.,
Mountain View, CA 94043, has filed a
supplemental NADA informing FDA of
the change in sponsor name for NADA
45-863 (orgotein for injection), The
NADA is amended to reflect the change.
I'he regulations in 21 CFR 510.600 are
amended accordingly.

List of Subjects in 21 CFR Part 510
Administrative practice and

procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements,

Therefore, under the Federal Food,
Drug; and Cosmetic Act and under
authority delegated the Commissioner of
Food and Drugs and redelegated to the
Center for Veterinary Medicine, Part 510
is amended as follows:

PART 510—NEW ANIMAL DRUGS

1. The authority citation for 21 CFR
Part 510 continues to read as follows:

Authority: Secs. 512, 701{a), 52 Stat. 1055,
82 Stat. 343-351 (21 U.S.C. 360b, 371(a)); 21
CFR 5.10 and 5.83.

2. Section 510.600 is amended in
paragraph (c)(1) by revising the entry for
“Diagnostic Data, Inc.," and in
paragraph (c)(2) by revising the entry for
"024991" to read as follows:

§510.600 Names, addresses, and drug
labeler codes of sponsors of.approved
applications.

(e)* * *

(1). . .

Drug
Firm name and address labeter
code
DD Pharmaceuticals, Inc.; 518 Logue Ave., Moun-
tain View, CA 94043 ... NS 02490

(2)0 . .

Dmgolggeler Fitm name and address

DO! Pharmaceuticals, Inc., 518 Logue Ave.,
Maountan View, CA 94043

024991 ...........

Dated: May 16, 19886.

Marvin A. Norcross,

Associale Director for New Animal Drug
Evaluation.

[FR Doc. 86-11604 Filed 5-22-86; 8:45 am)
BILLING CODE 4160-01-M

21 CFR Parts 556 and 558

Animal Drugs, Feeds, and Related
Products; Sulfadimethoxine,
Ormetoprim

AGENCY: Food and Drug Administration.
ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect
approval of a supplemental new animal
drug application (NADA) filed by
Hoffmann-La Roche, Inc. The
supplemental NADA provides for the
use of an approved Type A medicated
article containing 113.5 grams of
sulfadimethoxine and 22.7 grams of
ormetoprim per pound to manufacture
Type C medicated feed for control of
enteric septicemia of catfish caused by
Edwardsiella ictaluri strains susceptible
to sulfadimethoxine and ormetoprim
combination.

EFFECTIVE DATE: May 23, 1986.

FOR FURTHER INFORMATION CONTACT:
Charles E. Haines, Center for Veterinary
Medicine (HFV-133), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3410.

SUPPLEMENTARY INFORMATION:
Hoffmann-La Roche, Inc., Nutley, N]
07110, is the sponsor of NADA 125-933
for Romet™ -30 (sulfadimethoxine 113.5
grams (25 percent) and ormetoprim 22.7
grams (5 percent) per pound). The
product is a Type A medicated article
currently approved for manufacture of a
Type C medicated feed intended for
control of the bacterial infection
furunculosis in salmonids (trout and
salmon) caused by Aeromonas
salmonicida. The supplemental NADA
extends use of the product to
manufacture a Type C medicated feed
intended for control of enteric
septicemia of catfish caused by
Edwardsiella ictaluri. The supplemental
NADA is approved and the regulations
are amended to reflect the approval. The
basis for approval is discussed in the
freedom of information summary.
Additionally, the regulations are
amended to establish a tolerance for
sulfadimethoxine and ormetoprim in
catfish.

In accordance with the freedom of
information provisions of Part 20 (21
CFR Part 20) and § 514.11(e)(2)(ii) (21
CFR 514.11(e)(2)(ii)), a summary of
safety and effectiveness data and
information submitted to support
approval of this application may be seen
in the Dockets Management Branch
(HFA-305), Food and Drug
Administration, Rm. 4-62, 5600 Fishers
Lane, Rockville, MD 20857, from 9 a.m.
to 4 p.m., Monday through Friday.

The agency has carefully considered
the potential environmental effects of
this action and has concluded that the




