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- (3) use of visual perspactives or
techniques that misrepresent product

“yacteristics or aspects of

Aonstrations. -

'art IX of the order prohibits

spondents from creating, producing,

selling or disseminating any :
advertisement that misrepresents that it
is not a paid advertisement. Part 1X also
requires respondents to include, in sny
advartisemont 15 minutes or. longer, a
disclosure indicating that the program is
& paid advertisement. Thae order sets out
thes ¢ language for the disclosure
and the times it must appear. -

The order, in Part X, also requires
respondants to pay-§275,000 in -
consumer redress, - -

Parts XI-XV of the order contain
provisions relating to compliance with
the order. - :

The-purpose of this analysis is to
facilitate public comments on the
proposed order. It is not intended to
constitute an official interpretation of
the agreement and proposed order or to
modify in any wiy theirterms.

Donald 5. Qark, - -
Secretary.

Doc. 93-17136 Filed 7-19-9; 8:45
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. Animal Drug Export; MOXIDEC®

(Moxidectin) Tablets. S
;&me Food and Drug Administration,
NCY: Food and Drug Adminig

" Acnon: Notice.

SUMMARY: Thé Poodand.Drug .~ .
Administration (FDA) {s announcing
that Américan Cyanamid Co. has filed
‘an application requesting approval for
export to Japin of MOXIDEC® -~
(Mpxidectin) Tablets for'use as a canine
anthelmintic. <"
ADDRESSES: Relévaiit information on-
this application may be directed to the .
Dockets Management Branch (HFA-
305), Food-an Administration,
rm. 1-23, 12420 Parklawn Dr., .
Rockville, MD 20857, and to the contact
person ideritified below. Any futura
inquirlés concernirig the export of
nonfood animal drugs under the Drug
Export Amendments Act of 1988 should
also be directed to the contact person.
=% FURTHER INFORMATION CONTACT:
tory S. Gates, Center for Veterinary
_Aicine (HFV-110); Food and Drug
" ministration, 7500 Standish PL.,
-wckville, MD 20855, 301-205-8617.

. Federel Fdod,

SUPPLEMENTARY INFORMATION: The drug
export provisions in saction 802 of the
Federal Food, Drug, and Cosmetic Act’
(the act) (21 U,8.C. 382) provide that -
FDA may approve applications for the
export o s that are not currently
approved in the United States. Section
802(b)(3)(B) of the act sets forth the
requirements-that must be met in an
application for approval. Section
802(b)(3)(C) of the act requires that the -
agency review an application within 30
days of its filing to determine whether
the requirements of secticn 802(b)(3)(B)

have been satisfied. Section 802(b)(3)(A) :

-of the act requires that the agen

publish a notice in the Federal %gﬁter )

[Docket No. 93N-0222]

Guldance Documents on Refusasl to
Flle New Drug Applications;
Avallabliity

AGENCY: Food and Drug Administration,
HHS. .

ACTION: Notice.

SUMMARY: The-Food and

Administration (FDA) is announcing tha
availability of two guidance documents
concerning refusals to file new drug

ag lications (NDA’s), product lcense

a

lications (PLA's), and establishment
lidense npglicnﬁons (ELA’s): The.first -
dance document entitled “New Drug

within 10 days of the filing'of an [ Evaluation Guidance Document: Refusal
application for export to facilitate public _to File” degcribes the circyinstances .
participation in lts review of the under which the Center for D -
application. To meet this requirement, ; Evaluation and Research (CDER) will

tll;e agency is providing notice that refuse to fils NDA's that are faclally
American Cyanamid Co., Agricultural deficient under the agency's regulations.

Research Division, P.O. Box 400,

-Princeton, NJ 08543-0400; has filed an

application requesting .:Eprova.l for-
export to Japan of the animel dr
MOXIDEC® (Moxidectin) Tablets. The
drug is-used for prevention of canine
heartworm disease. - - - roe

* The aixflloatlon was received and
filed in the Center for Veterinary. . - -
Medicine on May 28, 1093; which shall
Yo considered the filing date for~ -
purposes ofthpact. -

. Intarested persons may submit
relevant information on the application
to the Dockets Management Branch
(address ahove) in two coples (except
that individuals may submit single .
copies) and identified with the docket
number found n brackets.in the
heading of this document. Thege
submissions may-be seen in the Dockets
Management Branch between 9.e.m. and
4 p.m., Monday through Priday. .- .-

The-agency encourages any person-
wha aulggtz relovant information:on
the application to do so by July 30, .
1993, and to provide an additional copy
of the submission diréctly to the contact-
person identified above; to facilitate
consideration of the information dutin
the 30-day review period. - -

This notice isissued under the
Drug, and Cosmetic Act
(sec, 802 (21.U.S.C, 382)) and under .
authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and
redelegated to the Center for Veterinary .
Medicine (21 CFR 5.44).

Dated: July 12, 1693.

Robert C. Livingston,

Difégtor, Office of New Animal Drug
Evaluation, Center for Vaterinary Medicine.

{FR Doc. 8317087 Filed 7-19-93: 8:45 am}
BILLING CODE 4180-01-F - S

I3

" Fishers Lane,

‘The second guidance document entitled
“Center for Blologics Evaluation and .
Research (CBER): Refusal to File (RTF)
Guidance for Product License -
Applications (PLA's) and Establishment
License Applications (ELA's)” describes
the circumstances under which CBER -
will not accept a license application for

- filing. These guidance documents are in
“use in both CDER and CBER and are

meant (0 lpromotq efficiency, timeliness,
and consistency in the agency's reviews
of NDA's, PLA’s, and ELA’S,

DATES: Written comments by September
20, 1533,

ADDRESSES: Submit written requests for

. single co iudt&:gﬂdmoe ocuments

to the Office of Small Business,
Scientific aiid Trade Affafrs (HE-50),
Food and DmgoAckv’dministn tion, 5600
1le, MD.20857.
Send two self-addressed adhesive labels
to assist that office in processing your
requests. Submit written comments on
the guidance documents to the Dockets
Management Branch (HFA-305), Food
and Diug- Administrdtion, rm. 1
12420 Parklawn Dr., Rockville,
20857. Requests axid comments should

‘be identified with the docket number "
found in brackets In the heading-of this

dotument, The guidance documents
and comments are available for public
examinatien in the Dockets
Management Branch between 9 a.m.

4 p.m., Monday through Friday.

FOR FURTHER INFORMATION

Persons needing information on the
CDER guidance document should

. contact: Jane Axelrad, Center for Drug

Evaluation and Res¢arch (HFD-1), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301—443~

" 2894. Parsons needing information on
" the CBER guidants document should
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e .—._._.3.8.77.1,., .

contact: Michael Beatrice, Center for
. Biologics Evaluation and Research .
\;HFM-IO). Food and Dru
‘Administration, 1401 Rockville Pike,
Rockville, M) 20852—-1448, 301-496—
3556. .
SUPPLEMENTARY INFORMATION: FDA
believes that the practice of submitting
an incomplete ot inadequate epplication
-and later *repairing” it duringen
axtended review period Is inefficient
end that it wastes agency resources.
Accepting an application that is
obviously.in need of extensive ]
modification is unfair to those sponsors
. who have fulfilled their scientific and
legal obligations by submitting a
complete and fully anul{zgd )
,apglicalion.’An Incomplete application,
submitted prematurely, may delay
review of a more complete application
from.ancother s_mnsor. Moreover, an
incomplete or inadequate application
that neods several cycles of FDA
response and sponsor repair excessively
consumes FDA and industry resources.
The incomplete ar inadequate
application generates.more "start-up
me” as well as.éxtra reviews, letters,
and moetings.
" FDA's regulations describe cartain
circumstances In which the agency may
“vofuse to file an application (§§ 314.101
nd 601.2 (21 CFR 314.101 and 60'1.2)].
soth CDER and CBER have decided that
1 more détailed explanation of how they
are implementing these regulations can
improve substantially the efficfency of
their reviaw:processes. Because of the
dlffemtx(xceg in :ih’ CDER and CBER b
regulations and programs, separate but
similar guidance documents have been

dhvelggod. R
- CDER's tegulations describe in some
detail when CDER will refuse to file an
application. Section 314.101(d)(3),
states; “The application or abbreviated
application is incomplete because it
oes not on its face contain information
re under saction 505(b) and -
.sectiori §05(j), or sectiori 507 of the act
and §314.50 or §314.94." CDER's -
dance document clarifies the manner
whiich FDA is gﬁgi{h’!g . .
§314.101(d)(3). RTF decisions may also
be made under other provisions o
§314.101 {L.0., those provisions.
included in § 914.101(d)(1), (d)(2), (d)(4)
through (d)(0), end (e}), but are not
specifically eddressed in the guidance
ocumept: -+ . . - 7
- CBER’s regulations list general
categories of iriformation required o be
= ~bmitted in any establishment or
*yduct licénse dpplication. CBER's
. “Aldance docuinent describes how
LBER makes thrashold determinations
that the information submitted to

support licensure is sufficiently
complete o parmit a substantive and
meaningful review.

Both guidance documents recognize

* that although RTF is not a final .

determination and is often an early
opportunity for the sponsor to develop
a mviewab{a and potentially approvable
application, it is a significant step that
delays, at least for a time, full review of
the application. Therefore, it is
jmportant that RTF be reservad for
applications with defects that make the
application plainly inadequate or
nonreviewabla plainly without major
repalr, or that meke review -
unreasonably difficult. Both guldance

-documents-indicate that in genersl the
deficiencies leeding to RTF should ba*
objective and streightforward, not
matters of subtle judgment, and should
not be quickly reparable. -

FDA has concluded that explaining
it applies its regulations in making
RTF decisions will substantially
improve the quality of NDA, PLA, and
ELA submissions and the efficiency of
the new drug evaluation and biological
product review processes.

To assess the sclentificend .
procedural quality of RTF decisions,
CDER recently announced the formation
of p.committee to review RTF declsions
{58 FR 28983, May 16, 1993). The CDER
RTF review committee consists of senfor
CDER and CBER officials, and FDA's ~
Chief Mediator and Ombudsman. The
review commitee will examine sslected
CDER RTF's to assess, among other -
things: The consistency of RTF practices
throughout new drug evaluation offices
and divisions, the need for additional
guidance on application content and
format, and the need to moedify CDER's’
RTF policies. CBER will developa
similar oversight mechanism in which
CDER will be representad. The presence
of CBER representatives on CDER's
review committee and thé participation
of CDER reprosentatives ih CBER's '
oversight process will help to ensure -
consistent application of RTF principles
throughout the Centers. . L

Interested persons may, on or before
September.20, 1993, subnilt to the
Dockets Managément Branch (address
ebove) written commentsonthe .
guidance documents. Two capies of any
commerits aro to be submitted, except
that individuals may submit one eo;:g. )
Comments are to be identified with the
docket number found in the heading of
this document. Received comments.may
be seen in the office abovebetween 9 -
a.m. and 4 p.m., Monday through
Friday. C

- office ha

-Food and

-Pood and

Dated: July 14, 1993.
Michael R. Taylor,
Deputy Commissioner for Policy.

[FR Doc. 93-17088 Filed 7-16-83; 845 am)
BHLING COOE 4160-01—F /

Docket Na. 93N-0202]

Guidance on Alternatives to Lot
Release for Licensed Blologlcal
Praducts

AGENCY: Food and Drug Administration,
HHS.

 ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is describing its
cwrréht practices governing lot release
for licensed biological products. This
document describes the information that
should be submitted by manufacturers
of licensed biological products and the
approach that FDA's Center for
Biologics Evaluation and Resedrch
(CBER) is using when evaluating’
alternativas to lot release, CBER's
decisions in this regard are based on a
continued assurance that the safety, .
urity, lnd_pote'lx_xﬁ of the product will
maintained, This action i3 béing
taken in response to requests for
guidance on alternatives to lot release.
FDA invites comments on this guldance
statement, " - - x
DATES: Submit written comments by -
September 20, 1893. :

. ADDRESSES: Submit writien comments’

end information {o the Dockets
Management Branch (HFA-305), Food
and Drug Administration, rm. 1-23,
12420 Parklawn Dr., Rockville,”
20857..Submit product licénse -
:fpllcut(op' amendments “qi"’“"’ﬁ' .
terngtives fo lot release and sample .-
submission rements to the tor
of the application division within the .
 jurisdiction over - -
the product {e.g., Office of Therspeutics,
Office of Vactines, or Office of Blood), -
. Administration, Center
for Biologics Evaluation and Research,
1401 Rockville Pike, Rockville, MD -
20852~1448.. - R
FOR FURTHER INFORMATION CONTACT:
JoAnn M. Minor, Centet for Biologics
Evaluation and (HFM-635),
Drug Admin!stration, 1401
Rockville Pike, Rockville, MD 20852~
.1448, 301-285-8074.
SUPFLEMENTARY INFORMATION: FDA is
describing its current gomcedure for
considering requests from
.manufecturers mimun alternatives to
the submission of samples and of
protocols that show rasults of applicable
tests (commonly called "lot release”) as
set forth in 21 610.2. This notice
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