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MEMOR ANDUM : DEPARTMENT OF HEALTH, »EDUCATION, AND WELFARE

TO

FROM

SUBJECT:

PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

Director, ' DATE: September 12, 1979
Division of Generic Drug Monographs (HFD 530)
Attn: Ross/ Chang

Chief, Manufacturing Review Branch (HFD- 322)
D1v1s1on of Drug Manufacturing

GMP Evaluation Requests dated 12/8/78, 7/12/79, & 8/1/79
Re: ANDA's 86-766, & 87-081

A telephone conversation with Minneapolis District Office on 8/20/79
confirmed that the applicant of the above ANDA's, Wendt Labs, Belle Plaine,
MN., only manufactures veterinary drugs.

Since we do not provide evaluations of vet drug manufacturers, your request

is considered withdrawn as of 8/20/79.

2. T ol

David H. Bryant

cc: HFD-300 R/F :
HFD-322 Firm File
HFD-530 (ANDA Orig)
HFD-320 R/F

MMO'Rourke:1jh:9/12/79 Hﬁbﬁz
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Date Completed:

cc: HED<320(origina])
HF D- (2 copies)



' ) ARTMENT.©F %,ALTH, -EDUCATXON, AND WELFARE
MENIORANDUM 74)_@/, IC HEALTH SERVICE

FOOD /AND DRUG ADMINISTRATION

TO : Divislon of Drug Manufdcturing, HFD-320 pate: F -/~ F o
gR0M  : Division of Q‘MQ /:r/,ﬂ WM T3 e

Requester's Name: v Co CH/Q' A C] Pﬁbné?' \} .'iwf.b g o
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DRUG Non-Proprietary Name: S i : s Zii — ’]

DRUG CLASSIFICATION: AorB 1C ) Other
PRODUCT CODE: OV (description of dosage form, e.g.,
~ compressed tablet;coated tablet;
soft, gelatin capsule;liquid;See Table)
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APPLICANT'S NAME: _ [N/ o o/ E LABs  — Tee .

ADDRESS: [ o= gy i, [3olle Plyie - MALES ]
FACILITIES TO BE EVALUATED:/ (Name, Address, and Responsibility)
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MEMOR ANDUM DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

PUBLIC HEALTH SERVICE
[ 4+ FOOD AND DRUG ADMINISTRATION

TO : Division of Generic Drug Monographs ‘ DATE: December 31, 1980
ATIN: Charles Chang (HFD- 530) :

,u%lﬂ‘ -

FROM Manufactm‘mg Review Branch (HFD 322)
Division of Drug Wacmrmg

SUBJECT: ANDA's 86-766¢ 87- 081/
Nitrofurazone Ulntment Nitrofurazone Solution,

FIRM: Wendt Labs
Belle Plaine, MN.

An inspection of Wendt Labs on 7/16/80 to 8/1/80 revealed that this
firm only manufactures veterinary drugs. Although the firm has
submitted human drug ANDA's, the inspection revealed that the fimm is
not.yet operational in the manufacture of human drugs. Therefore, no
evaluation of the firm as to compliance with human drug CQMP's can

be made at this time.
/.

ur Fishman

cC:

HFD-300

HFD- 322

HFD-530 (Orig)
MIN-DO (HFR-5400)
SFishman/1h/12/31/80
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Date

From

Subject

To

_{é

APPROVABLE AupA's 8476 §7-08/
: - 7 /

DEPARTMENT OF HEALTH & HUMAN SERVICES

Memorandum

Manufacturing Review Branch, HFD-322
Division of Drug Manufacturing

/

—
]
{

LITROE L fAF OLE DI, TuLr

Director

Division of [ Efefr  fgiq pomochnlus
Drug Products b/
7

"»Attn: JAvi0 Aot

APPLICANT: _WEanT ot RELLE PLpil’E M1/

s
01{:4'25'

; Yoo, e
L | 0'9/6‘ /4’2‘ Wy

We have evaluated the opérations of v”ﬂ”@07— LS
as they relate to compliance with Current Good Mormifa-tii. -

el SIS,

B SR S - e - - -

expiration dating (211.137) and stability testing (211.166)
for the referenced application(s). Since you evaluate the
applicants' submission of stability data and proposed expiration
date, you should make the determination that the stability
testing is adequate to support the proposed expiration date.
If you desire, you can include 'appropriate references to
(211.137) and (211.166) as deviations directly into your ,
non-approvable letter if you conclude the stability testing
is inadequate. Otherwise, we conclude there is no reason to
withhold approval of the subject application(s) insofar as
CGMP compliance of this/these firm(s) is concerned for the
type of operations as specified in this/these pending
application(s).

Our evaluation is based in part on Establishment Inspection
and Quality Assurance Profile information. :

/ : / Seffiour Fishman



CENTER FOR DRUG EVALUATION AND RESEARCH

APPLICATION NUMBER:
ANDA 86-766

CORRESPONDENCE




Minneapolis, Minn. 612-445-5272
Belle Plaine, Minn. 612-873-2288
Cable Address: WENDT, Mpls.. USA

WENDT LABORATORIES

" 100 Nancy Drive 10100 Colorado Rd.
Belle Plaine, Mn. 56011 Minneapolis, Mn. 55437

A Family of Pharmaceutical Manufacturers, ’6"‘ 74'51

P BBREVIATED
'HSW DRUG APPLICATION

November 15, 1978

Dept. of Health, Education, and Welfare

Food and Drug Admlnlstratlon ‘ :
5600 Fishers Lane -
Rockville, Maryland 20857

Gentlemen:

With reference to the Federal Regulations published in the
Federal Register of April, 1970 (35 FR 6574), we are herewith
submitting an Abbreviated New Drug Application for a topical
preparation, Nitrofurazone Cintment 0,2%,

In addition, we request a waiver of any bioavailability require-
ments based upon the Federal Register publication.

You may address all correspondence and inquires to my attention.

Slncerely’

WENDT LABORATOﬁéif

Gregory P. Bergt
100 Nancy Drive - »
Belle Plaine, Minn, 56011

ST Lcoey
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

,?OCKVILLE, MARYLAND 20852

e NEW DRUG APPLICATION
(Title 21, Code of Fede

Name of applicant

Form Approved
. OMB No. 57 - R0003

(DRUGS FOR HUMAN USE)
ral Regulations, § 130.4)

Wendt Laboratories, Inc.

Address 100 Nancy Drive, Belle Plaine, Minnesota 56011
Date November 1c 1079
1551978

Name of new drug

Nitrofurazone Ointment 0.2%

[:] Original application (regulation §130.4).

™1 Amendment to original, unapproved application
(regulation § 130.7).

X Abbreviated application (regulation § 130.4(f)).

[:] Amendment to abbrt;/iated , unapproved application

(regulation $ 130.7).

[ ] Supplement to an approved application (regulation $130.9).

. L ]
] Amendment to supplement to an approved application.

The undersigned submits this application for a new drug pursuant to section 505(b) of the Federal Food,

Drug, and Cosmetic Act.

It is understood that when this a
the drug will prescribe, recommend, or suggest its use on
part of this application; and if the article is a prescription drug, it is understood that any labeling which

pplication is approved, the labeling and advertising for
ly under the conditions stated in the labeling which is

furnishes or purports to furnish information for use or which prescribes, recommends, or suggests a dosage for

use of the drug will contain the same information f
methods, and frequency and duration of adminicesss
effects, and precautions, as that contained ingl
(21 CFR 1.106(b)). It is understood that &
an approved supplement to the applicati
provisions of $130.9 of the new-drug redy

Attached hereto, submitted in the l
a part of this application are the followirs

1. Table of contents. The table of con
specify the volume number and the page numbe\ quhich
the complete and detailed item is located and thi¥xdls

number and the page number in which the summary ol ““Wiggges

item is located (if any). .

2. Summary. A summary demonstrating that the applica-
- tion is well-organized, adequately tabulated, statistically
analyzed (where appropriate), and coherent and. that it
presents a sound basis for the approval requested. The
summary should include the following information: (In
lieu of the outline described below and the evaluation
described in Item 3, an expanded summary and evaluation
as outlined in §130.4(d) of the new-drug regulations may
be submitted to facdlt_at_:_e‘ the review of this application.)

a. Chemistry.’ ’

i. 'Chemical  structural formula or description for any
new-drug substance.

ii. Relatioaship' to other chemically or pharmacologi-
cally related drugs.” )

iii. Description of dosage form and quantitative com-
position.

b. Scientific rationale and purpose the drug is to serve.

c. Reference number of the investigational drug no-
tice(s) under which this drug was investigated and of any
notice, new-drug application, or master file of which any
contents are being incorporated by referemce to support
this application.

d. Preclinical studies. (Present all findings including
all adverse experiences which may be interpreted as
incidental or not drug-related. Refer to- date and page
number of the investigational drug notice(s) or the volume
and page number of this application where complete data
and reports appear.)

i Pharmacology (pharmacodynamics, -

- metabolism, etc.).

FD FORM 356H.(4/71).

dvides for a chang@)

@ dl!soczfledszﬁozi(@ f the new-drug regulations, and constituting

-- should’

endocrinology,

or its use, including indications, effects, dosages, routes,
relevant warnings, hazards, contraindications, side

\\ part of this application in accord with $1.106(b)
(g‘t's application apply.to the drug produced until
the change is made in conformance with other

oxicology.and pathology: Acuce toxicity studies;
sofdte and chronic toxicity studies; reproduction and
- logy studies; miscellaneous studies.
e. Clinical studies. (All material should refer specifi-
cally to each clinical investigator and to the volume and
page number in the application and any documents in-
corporated by reference where the complete data and re-
ports may be found.) : '
i. Special studies not described elsewhere.

ii. Dose-range srudies.

iii. Controlled clinical studies.

iv. Other clinical studies (for example, uncontrolled or
incompletely controlled studie s). :

v. - Clinical| laboratory studies related to effectiveness.

vi. Clinicalllaboratory studies related to safety.

wii. Summary of literature and unpublished reports avail-

able to the applicant.

3. Evaluation of safety and effectiveness. a. Sum-

marize separately the favorable and unfavorable évidence:

for each claim in the package labeling. Include references
to the volume and page number in the application and in
any documents incorporated by reference where the com-
plete data and reports may be found.

b. Include tabulation of all side effects or adverse
experience, by age, sex, and dosage formulation, whether
or not considered to be significant, showing whether ad-

- ministration of the drug was stopped and showing the

investigator’s name with a reference to the volume and
page number in the application and any documents in-
corporated by reference where the complete data and re-
ports may be found. Indicate those side effects or adverse

- experiences considered to be drug-related.

4. Copies of the label and all other labeling to.be used
for the drug (a total of 12 copies if in final printed form,
4 copies if in draf form):

PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.
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a. Each label, or other labeling, should be clearly
identified to show its position on, or the manner ia which
it accompanies, the market package.

b. If the drug is to be offered over the counter, labeling
on or within the retail package should include adequate
directions for use by the layman under all the conditions

“for which the drug is intended for lay use or is to be

prescribed, recommended, or suggested in any labeling or
advertising sponsored by .or on.behalf. of the applicant
and directed to the layman. If the drug is intended or
offered for uses under the professional supervision of a
practitioner licensed by law to administer it, the applica~

tion should also coatain labeling that includes adequate’

information for all such uses, including all the purposes
for which the over-the-counter drug is to be advertised-to,
or represented for use by, physicians.

c. If the drug is limited in its labeling to use under
the professional supervision of a practitioner licensed by
law to administer it, its labeling should bear information
for use upder which such practitioners can use the drug
for the purposes for which it is intended, including all
the purposes for which it is to be advertised -or repre-
sented, in accord with §1.106(b) (21 CFR 1.106(b)). The
application should. include any labeling for the: drug
intended to be made available to the layman.

d. If no established name exists ‘for a new-drug sub-
stance, the application shall propose a .nonproprietary
name for use as the established name for the substance.

e. Typewsitten or other draft labeling copy may be sub-
mitted for preliminary consideration of an apphcatwa. An
application will not ordinarily be approved priof to the
submission of the final printed labél and labeling of the
drug.

/. No application may be approved if the labeling is
false or misleading in any particular. .

(When mailing pieces, any other labeling, .or advérdsing
copy are devised for promotion of the new dmg, samples
shall be submitted at the time of initial disseminpation of
such labeling and at the time of initial placement of any
such advertising for a prescription drug (see §130.13 of
the new-drug tegulations). Approval of a supplemeatal
new-drug application is required prior to use of any pro-
motional claims not covered by the approved application.)

~ 5. A statement as to whether the drug is (or is mot)
limited in' its labeling and by this- appllcanon to use
under the professional supervision of a practitioper
licensed by law to administer it.

~ 6. A full list of the articles used as components of
the drug. This list should include all substances used
in the synthesis, extraction, or other method of preparation
of any new-drug substance, and in the preparation of the
finished dosage fornir, regardless of whether they undergo
chemical change or are removed in the process. -Each
substance should be identified by its established name,
if any, or complete chemical name, using structural
formulas when necessary for specific identification. If
any proprietary preparationis. used.as’ a-‘componernt;:the
proprietary name should-be followed by a complete quan-
titative statement of composition. Reasonable alternatives
for any listed substance may be specified. ’

7. A full statemesnt of the composition of the drug.
The statement shall set forth the name and -amount of
edch ingredient, whether active or not, contained in a
stated quaantity of the drug in the form in which it is to be
distributed. (for. example, amount per: tablet. or per mil-
liliter) and a batch formula representative of that to be
employed for the manufacture of the finished dosage form.
All components should be included in the batch formula

regardless of whether they appear-in the finished product.

Any calculated excess of an mg:edlent over the. label
declaration should be designated as such and percent
excess shown. Reasonable variations may be specified.

8. A full description of the methods used in, and the
facilities and controls used for,the manufacture, process=
ing, and packing of the drug.
should be full information with respect to any nsw-drug’

substance and to the new-drug dosage form, as follows, .-

in sufficient detail to permit evaluation of the adequacy
of the described methods of manufacture, processing, and
packing and the described facilities and controls to
determine and preserve the identity, strength, quality,
and purity of the drug: )

a. A description of the physical facilities including
building and equipment used in manufacturing, processing,
packaging, labeling, storage, and control operations.

b. A description of the quahhcatxons, iacluding educa-

tional background and experience, of the technical and _

professional personnel who are responsible for, assuring
that the drug has the safety, identity, strength quality,
and purity it purports or is represented to poessess, and.a
statement of their tesponsxhlxtles.

¢. The methods used in the synthesis, extraction,
isolation, of purification of any new-drug substance. When
the specifications and controls applied to such substance
ate inadequate in themselves to determine its ideatity,
strength, quality, and purity, the methods should be

described: in sufficieat detail, including quantities used,"

times, temperatures, pH, solvents, etc., to determine
these éharacteri'stics. Alternative methods or variations
in methods within teasonable limits that do not affect
such characteristics of the substance may be specified.

d. Precautions to agsure proper, ideatity, strength,
quality, and purity of the raw materials, whether active or
not, including the specifications for acceptance and
methods of testing for each lot of raw material.

e. Whether or not each lot of raw materials is given a
serial number to identify it, and the use made of such
numbers in subsequent plant operations. -

/- If the -applicant does got himself perform all the
manufacturing, processing, packaging, labeling, and con-
trol operations for any new-drug substance or the new~drug
dosage form, his statement identifying each person who
will perform any part of such operations and designating
the part; and a signed statement from. each such person
fully describing, directly or by reference, the methods,

-facilities, and controls in his part of the operation.

g Method of preparation of the master formula records

~and 1nd1v1dual ‘batch records and manner in which chese

records are used.

b. The instructions used in the manufacturing, process-’

ing, packaging, and labeling of each dosage form of the

-pew drug, including any specxal precautions observed in

the operations. -

i. Adequate information with respect to the character-
istics of and the test methods employed for the container,
closure, .or other component’ parts of the drug package to
assure their suitability for the intended use.

j- Number of individuals checking weight or volume of

- k. Whether or not the total welght or volume of each
batch is determined at any stage of the manufacturing
process subsequent to making up a batch according to the
formula card and, if so, at what stage and by whom it is
done.

l. Precautions to check the actual package yield pro-
duced from a batch of the drug with the theoretical yield.
This should include a description of the accounting for
such items as discards, breakage, etc., and the’ criteri:

used in accepting or rejecting batches of drugs in thé-

event of an unexplained discrepancy.

m. Precautions to assure that each lot of the drug is
packaged with the proper label and labeling, including
provisions for labeling storage and inventory control.

Included in this description . -

--each individual-ingredient entenng into _each batch of the -. -

- drug. : -
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n. The analytical controls used during the various
stages of the manufacturing, processing, packaging, and
‘l\abeling of the drug, including a detailed description of

e collection of samples and the analytical procedures to
“which they are subjected.  The apalytical procedures
should be capable of determining the active components
within a reasonable degree of accuracy and.of assuring
the identity of such components. If the article is one that

is represented to be sterile, the same.iantmaLion' with

regard to the mapufacturing, processing, packagirg, and
the collection of samples of the drug should be given for
sterility controls. Include the standards used for ac-
ceptance of each lot of the finished drug. '

o. An explanation of the exact significance of the
batch control numbers used.in the manufacturing, process=
ing, packaging, and- labeling of the drug, including the
control numbers that appear on the label of the finished
article. State whether these numbers enable determina-
tion of the complete manufacturing history of the product.
Describe any methods used to permit determination of the
distribution of any batch if its recall is required. ) '

p. A complete description of, and data derived from,
studies of the stability of the drug, including information
showing the suitability of the analytical methods used.
Describe any additional stability studies underway or
contemplated. Stability data should be submitted for any
new-drug substance, for the finished dosage form of the
drug in the container in which it is to be marketed; in-
cluding any proposed multiple~dose container, and if it is
to be put. into solution at the time of dispensing, for the

solution prepared as directed. State the expiration. date(s)

that will be used on the: label to preserve the identity,
strength, quality, and purity of the drug uatil it is used.
(If no expiration date is proposed, the applicant must
justify its absence.) : . )

g. Additional procedures employed which are .designed

to prevent contamination and otherwise assure. proper
control of the product. ' . )
(An application may be refused. unless it includes
adequate -information showing that the methods used in,
and the facilities and controls used for, the manufacturing,
processing, and packaging of the drug are adequate to
preserve its identity, strength, quality, and purity in con-
formity with good manufacturing practice and identifies
each establishmentr, showing the location of the plant
conducting these operations.) T

9. Samples of the drug and articles used as compo-
nents, as follows: a. The following samples shall be sub-
mitted with the application or-as soon thereafter as they
become available. Each sample shall consist’ of four
identical, separately packaged subdivisions, each -con-
taining at least three times the amount required to per-
form the- laboratory test procedures’ described in the ap-
plication to. determine compliance with its control speci-
fications for ideatity and assays:

i. A representative sample or samples of the finished

. .dosage form(s) _proposed_in the application asd e,mp,_que.d_,‘

in the clinical investigations and a repre_éenté.tivg,samp_le
or samples of each new-drug substance, as defined in
§130.1(g), from the batch(es) employed in the production
of such dosage form(s).

ii. A representative sample or samples of finished
market packages of each dosage form of the drug prepared
for initial marketing and, if any such sample-is not from a
commercial-scale production batch, such a sample from a
representative commercial-scale production batch; and a

:}eptesentative sample or samples of each new=drug sub-
_’stance as defined in §130.1(g), from the batch(es) em-
ployed in the production of such dosage form(s).

iii. A sample or samples of any reference standard and
blank used in the procedures ‘described ifi. the application
for assaying each new-drug substance and other assayed

components of the finished drug: Provided, bowever, That
samples of reference standards recognized in the official
U.S. Pharmacopeia or The National Formulary need not
be submitted unless requested. _ '
b. Additional samples -shall:be submittéd oncrequest.”
c. Each of the samples submitted: shall be- appropri-:

ately packaged and labeled to-preserve iits characteristics i

to identify the material and the quantity in each sub-
division of the sample, and to identify each subdivision .
with the name of the applicant and the new-drug applica-
tion to which it relates.

4. There shall be’ included a full list of the samples
submitted pursuant to ltem 9a; a statement of the addi-
tional samples that will be submitted as soon as avail-
-able; and, with respect to each_ sample submitted, full
information with respect to its identity, the origin of any’
new-drug substance contained. therein (including in the
case of new-drug substances, a statement whether it was
produced on 2 laboratery, pilot-plast, or full-production
scale) and detailed results of all laboratory tests made to
determine the identity, strength,“quaiity, and purity of
the batch represented by the sample, including assays.
Include for any reference standard a complete description
of its preparation and the results of all laboratory tests
on it. If the test methods used differed from those de-
scribed in the application, full details of the methods
employed in obtaining the reported results shall be sub-’
mitted. -

¢. The requirements of ltem 9a may be waived in
whole or in part on_request of the applicant or otherwise
when any such samples are not necessary.

/. If samples of the drug are seat under separate
cover, they should be addressed to the attention of the
Bureau of Medicine ‘and identified on the outside of the
shipping carton with the name of the applicant and the
name of the drug as shown on the application.

10, Full reports of preclinical investigations that have
been made to show whether or not the drug 1s safe for use
and effective in use. a. "An application may be refused
unless it contains full reports of adequate preclinical
tests by all methods reasonably applicable to a determina-
tion of the safety and effectiveness of the drug under the
conditions of use suggested in the proposed labeling.

b. Detailed reports of the preclinical investigations,
including - all studies made on laBoratory apimals, the
methods used, and the results obtained, should be clearly
set forth. Such information should include identification
of the person who -conducted each investigation, a state-
ment of where the investigations were conducted, and
wheie ‘the underlying data are available for. inspection.
The animal stadies may not be considered adequate unless
they give proper attention to the conditions of use recom-
meénded in the proposed labeling for the drug such as, for
examp'le, whether the drug is for short- of long-term ad-
ministration or whether it is to be used in infants, chil-
dren, pregnant women, or women of child-bearing potential.

R Detailed - reports of any pettinent..gnictobiologica_l
and in vitro studies. ’ o

d. ‘Summarize and provide a list of literature refer-
ences (if available) to all” other pteclinical'infoxmation

known te the applicant, whether published ot vapublished,

that is pertinent to an evaluation of the safety or effec-
tiveness of the drug. :

11. List of investigators. 2. A complete list of all
investigators supplied with the drug including the name
and post office address of each investigator and, following
each name, the volume and page references to the in-
vestigatof’s report(s) in this application'and in any docu-
ments incorporated by reference, or the explanation of the
omission of any reports.

b. The unexplained omission of any reports of in-
vestigations made with the new drug by the applicant, o




submitted to him by an investigator, or the unexplained
omission of any pertinent reports of investigations or
clinical experience received or otherwise obtained by the
applicant from published literature or other sources,
whether or not it would bias an evaluation of the safety
of the drug or its effectiveness in use, may constitute
grounds for the refusal or withdrawal of the approval of
an application.

12. Full reports of clinical investigations that have
been made to show whether or not the drug is safe for use
and effective in use. a. An application may be refused
unless it coatains full reports of adequate tests by all
methods reasonably applicable to show whether or not the
drug is safe and effective for use as suggested in the
labeling.

b. An application may be refused unless it includes
substantial evidence consisting of adequate and well-
controlled investigations, including clinical investiga-
tions, by experts qualified by scientific training and ex-
perience to evaluate the effectiveness of the drug in-
volved, on the basis of which it could fairly and respon-
sibly be concluded by such experts that the drug will have
the effect it purports or is represented to have under the
conditions of use prescribed, recommended, or suggested
in the proposed labeling.

c. Reports of all clinical tests sponso:ed by the ap-
plicant or received or otherwise obtained by the applicant
should be attached. These reports should include ade-
quate information concerning each subject treated with
the drug or employed as a control, including age, sex,
conditions treated, dosage, frequency of administration
.of the drug, results of all relevant clinical observations
and laboratory examinations made, full information con-
cerning any other treatment given previously or concur-
rently, and a full statement of adverse effects and useful
results observed, together with an opinion as to whether
such effects or results are attributable to the drug under
investigation and a statement of where the underlying
data are available for inspection. Ordinarily, the reports
of clinical studies will not be regarded as adequate
unless they include reports from more than one inde-
pendent, competent investigator who maintains adequate
case histories of an adequate number of subjects, de-
signed to record observations and permit evaluation of
any and all discernible effects attributable to the drugin
each individual treated and comparable records on any
individuals employed as controls. An application for a
combination drug may be refused unless there is sub-
stantial evidence that each ingredient designated as
active makes a contribution to the total effect claimed
for the drug combination. Except when the disease for
which the drug is being tested occurs with such infre-
quency 'in the United States as to, make testing im-
practical, some of the investigations shéuld be performed
by competent investigators within the United States.

Wendt Laboratorles,

d. Attach as a separate section a completed Form
FD-1639, Drug Experience Report (obtainable, with in-

structions, on request from the Department of HEW. Food - i

and Drug Administration. Bureau of Drugs (8D-200) Rock- ~

ville, Maryland 20852), for each adverse experience or, if
feasible, for each subject or patient experiencing one or
more adverse effects, described in Item 12¢, whether or
not full information is available. Form FD-1639 should
be prepared by the applicant if the adverse experience
was not reported in such form by the investigator. The
Drug Experience Report should be cross-referenced to
any narrative description included in Item 12c. In lieu of a
FD Form 1639, a computer-generated report may be submit-
ted if equivalent in all elements of information with the

identical enumerated sequence_of events and methods of _

completion; all formats proposed. for such use will require
initial review and approval by the Food and Drug Adminis-
tration. -

e. All information pertinent to an evaluation of the
safety and effectiveness of the drug received or otherwise
obtained by the applicant from any source, including
information derived from other investigations or com-
merical marketing (for example, outside the United States),
or reports in the scientific literature, involving the drug
that is the subject of the application and related drugs.
An adequate summary may be acceptable in lieu of a
reprint of a published report which only supports other
data submitted. Reprints are not required of reports ‘in
designated journals, listed in §130.38 of the new-drug
regulations, about related drugs; a bibliography will
suffice. Include-any evaluation of the safety or effec-
tiveness of the drug that has been made by the applicant’s
medical department, expert committee, or consultants.

/- If the drug is a combination of previously investi-
gated or marketed drugs, an adequate summary of pre-
existing information from preclinical and clinical investi-
gation and experience with its components, including all
reports received or otherwise obtained by the applicant
suggesting side effects, contraindications, and ineffec-
tiveness in use of such components. Such summary should
include an adequate bibliography of publications about
the components and may incorporate by reference informa-
tion concerning such components previously submitted
by the applicant to the Food and Drug Administragion.

g- The complete composition and/or method of manu-
facture of the new drug used in each submitted report of
investigation® should be shown to the extent necessary to
establish its identity, strength, quality, and purity if it
differs from the description in Item 6, 7, or 8 of the ap-
plication.

13. If this "is a supplemental application, full informa-
tion on each proposed change concerning any statement
made in the approved application.

Observe the provisions of §130.9 of the new-drug regula-
tions concerning supplemental applications.

Inc,

Greggrv P, Bergt,

Chemist

(Indicate authority)

(Warning: A willfully false statement is a criminal offense.

NOTE: This application must be signed by the applicant or by an authorized attorney, agent, or official.
or such authorized representative does not reside or have a place of business within the United States, the
and post office address of and must be countérsigned by an authorized attorney, agent,
ing or maintaining a place of business within the United States.

also furnish the nar:

U.S.C. Title 18, sec. 1001.)

If the applicant
application must
or official resid-
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NDA 86-766

Wendt laboratories, Inc.
Attention: Gregory P. Bsrgt
100 Nancy Drive

Belle Plaine, Minnesota 56011
G@tlaa&'r

We acknovledge the receipt of your abbreviated new drug appllca‘him
sxﬂmﬁ.ttedpzmsmntbaﬁection&iﬂﬂb) ofthederalFood, Drug, and
iccamatic Act fm: the folloedng -

m o DKK;: ?-Iitrofm:am Omt:nant, 0. 2%

| DATE QF APPLICATTON: N

DATE OF RECEIPT: Novesiber 17, 1978

wher 15, 1978

i orrespond wiﬂmymfw&mraftermkavehaéthety
b-mviewtleagphcatim. : '

KAN city-DO  DUP HFD-614
JIMeyer/cjb/12-2-78 ack

ey W pr
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NDA  86-766 ,

Hendt Laboratorfes, Inc.
Attention: Gregory P. Bergt
100 Hancy Drive

Belle Plailne, Minnesota 56011

Gentlemen:

Reference {s made to your abbreviated new drug application submitted
pursuant te Section 505(b) of the Federal Food, Bruq, and Cosmetic Act
for Nitrofurazone Ointment, 9.2%.

He have wompleted the review of thisfabbreviated new drug application and
_ have the. following comments: - .

-1.,'Canta1ner Tabelinq Revise to indicate actual temperature storage
conditions and include “Pr&tect from Light".

2, Insert: Revisé the format by deleting

‘ and include the
complete chemica? fsrmuIa under “ﬂeserigtfcn“ »

3' __‘_‘T
4.
5.
6 «
- Please let us have. your. response prompt?y iy

cc:  MINN-DO DUP HFD-614, / . :_ ' s A
JRCarr/JMeyer/JTay]orWﬁ‘ '}”WS ’ g/\ /ﬁ{/f
e 1-26- 79 / ﬁavv!n S@ffe, . ‘

‘r/d/ initl JIMeyer/MS

£/t/wih/1- gg { Director
rev w/f 11 DV Dlivision of ganeric ﬁr&g ﬁbnegraphs
(? \ Office of Drug Monograhhs

Burzau of Drugs




DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE ’
FOOD AND DRUG ADMINISTRATION
NDA 86-766 ROCKVILLE, MARYLAND 20857 O R S P

Wendt Laboratories, Inc.
Attention: Mr. Gregory P. Berg
100 Nancy Drive '
Belle Plaine, MN 56011

Gentlemen:

Reference is made to your abbreviated new drug application submitted
pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic Act

for Nitrofurazone Ointment, 0.2%. -

Reference is also made to your communication dated March 27, 1979, relating
to the labeling and control information. -

We have completed the review of this abbreviated new drug application and
have the following comments regarding the proposed labeling:

1. Container label: submit twelve copies of the final printed labeling
identical in content. to the draft copies.

2. Package insert: The Animal Toxicology section should be placed after
HOW SUPPLIED as in the Federal Register statement of 3-29-73.

Other information required by 314.1(f) of the regulations:
1.

[~




Page - 2

The manufacturer of the active ingredient is currently under review by our
Division of Drug Manufacturing. We will correspond with you when the review
becomes available.

Please Tet us have your response promptly.

S1ncer9}y yours,

,./."::ff / / Vs /,;'{/ !;,_/ . —
“/ Marvin Seife, M’D Ry

e A(

<A v’ Director
s Division of Generic Drug Monog phs
/- Office of Drug Monographs
& Bureau of Drugs .




Minneapolis, Minn. 612-445-5272
Belle Plaine, Minn. 612-873-2288
Cable Address: WENDT, Mpls., (JSA

WENDT LABORATORIES

100 Nancy Drlve ‘ ‘ 10100 Colorado Rd
Belle Plaine, Mn. 56011 Minneapolis, Mn. 55437

A Family of Pharmaceutical Manufacturers,
Since 1927

October 15, 1979
NDA. 86-766

Dr. Marvin Seife G g paoanen @ e BT EA ST
Director ‘ Ptk RIPE SRR
Division of Generic Drug Monographs

Office of Drug Monographs

Bureau of Drugs

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Seife:

In response to your letter dated July 17, 1979 concerning our
NDA 86-766 for Nitrofurazone Ointment, 0.2%, I am enclosing the
requested information. In order to facilitate your review, this
submission is being presented in the same sequential format as
your letter.

We hope this will complete all necessary information required for
approval. Please contact me if you have any questions.

Sincerely,

WENDT LABORA/%( EEC .
Gregdry Z?’ cedf

Bergt - »
100 Nancy Drive : Fre
Belle P]a1n“’ Minn. 56011

GPB/aq | , w ;gﬁf

Enclosures



DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
ROCKVILLE. MARYLAND 20857

NDA 86-766
' N It

[0

Wendt Laboratories, Inc.
Attention: Mr. Gregory P. Bergt
100 Nancy Drive .
Belle Plaine, MN 56011

Gentlemen:

Reference is made to your abbreviated new drug application submitted pursuant
to Section. 505(b) of the Federal Food, Drug, and Cosmetiz Act for Nitrofurazoue
Ointment, 0.27%.

Reference is also made to your communication dated October 15, 1979 relating-
to the labeling and control information.

We have completed the review of this abbreviated new drug application and have
the following comments regarding the proposed labeling:

Revise container labels in accord with the Federal Register Statement
of 3-29-73.

Please let us have your response promptly.

/a4 :
;/SlnCéEFly y97ts,

; & . / v
e _.‘/{ / . _,/)‘3 ‘/(_ { .,' vl et
A . . Jo -
ey Marvin Seife, M.D. - NG
/ Director <

d Division of Generic Drug Monographs
Office of Drug Monographs
Bureau of Drugs



[P

P

: 2izn article for such purposes as
this article iz Intended to be used.

3 ritment of Commerce knows
instrument cr apparatus of
equivalen® sciencific value $o the foreign
article, for such purposes as this article
is ended to be used, which is being
manuafactured in the United States.

B. BLANKEWHEIMER,
Acting Director,
Gfiicer of Import Programs.

[FR Doc.73-6042 Filed 3-238-73;8:45 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE
Food a2nd Dvug Administiztion
[Docket o, ¥DA-D-2589; Various NDA's]
NZW DRUG APPLICATIONS
Notice of Withdrawal of Abproval;
Correction

In FR Dac, 71~-11136 appearing on page
18893 in the issue of the FrpEraAL REGIS-
TR dated September 23, 1971, the listing
of new drug applications being with-
drawn is corrected by deleting the enfry
“13-538, Decadrontopoint” from the
NDA numbers and drug names listed
under:Merck Sharp and Diohune, Division
Merck & Co., West Point, Pa. 19486.

Dated: March 23, 1973.

Mary A. MCENIRY,
Assisienl to the Director for~
Regulotory Affairs, Bureau of
Drugs.
[FR Doc.73-5992 Filed 3~28-73;8:45 am]

, {DESI 5795]
NITROFURAZONE SOLURLE DRESSING
Brugs for Himan Use; Drug Efficacy Study

: tmplementation
The Focd and Drug Administration
has evaluaied a report received from the
National Academy of Sciences-National
Researchh Coun Drug Efficacy Study
Group, on the following drug for topical

use: Puracin Soluble Dressing contain- -

ing nitrofurs.zone 0.2 psrcent in & water-
soluble base of polyethylene glycols;
Norwich Pharmacal Co., Division of
Morton-MNcrwich Products, Inc., 13-27
Iaton Avenue, Norwich, NY 13815
(NDA 5-795). . :

Such drugs are regarded as new drugs
(21 U.S.C. 321(p)). Supplemental new
drug applications are reuuired to revise
the labeling in and to update previously
approved applications providing for such
drugs. -An abbreviated new drug appli-
cation is reguired from any person
marketing such drug withoui approval,

Other dossge founs containing nitro-
furazone and dosage. forms coniaining
furazolidone have also been reviewed in
the drug eliicacy study. The cral adminis-
tration of nitrofurazone and furazolidone
I.as. been shown fo induce mammary
neoplasia in rats. Having considered the
available information and the availa-
bility on the market of aliernative efiec-.
tive drugs associated with less potential
risk, the Commissioner has concluded

NOTICES

that there is a leck of proof of safety of
these nitrofurazone products. Accord-
Ingly there is publizhied clsewhere in this
ssue of the FrpERaL Rocisyer & notice
proposing to withdraw approval cf all
other new drug applications for nitro-
Turazone-containing prepar

However, the Cominissioner has fur-
ther conecluded that nitrefurazone solu-~
ble dressing, because of & more favorable
henefit-risk rclationship, should remain
oil the market under the limited labsling
cenditions described below. In particu-
lar, this product has a fairly broad anti-
microbisl spectrum, and may be efiective
in important medical uses when there is
bacterial resistance to other agents.
Otlier products which wowld be substi-
tuled for it, if it were not available, are

preferably  ressrved for specifie, life-
threatening infections.
A. Effectiveness classification. 'The

Tood and Drug Administration has con-
sidered the Academy’s report, as well as
other available evidence, and concludes
that nitrofurazone in the form of a solu.-
ble dressing is effective for adjunctive
therapy of patients with second- and
third-degree burns when bacterial re-
sistance to other agents is a real or po-
tential problem. Ii iz also effective for
use in skin grafting wiiere bacterial con-
tamination may causs grafv rejection
and/or donor site infection, particularly
in hospitals with historical resistant-
bacteris epidemics.

B. Conditions jor approval and mor-
keting. The Food aud Druz Administra-
tion is prepared to approve abbreviated
new drug applications and abbreviated

supplements to previously approved new

drug appiications under conditions de-

- seribed herein.

1. Form of drug. Ritrofurazone soluble
dressing preparations sare in  water-
soluble ointment form suitable for topi-
cal administration.

2. Labeling conditicns. a. The label

‘bears the statemant, “Caution: Federal

Law prohibits dispensing without pre-
scrintion.” i

b. Each contalnei of the drug, includ-
ing any individually wrapped unit pack-

"age, bears as pars of the permanentiy
aflixed label information, prominently

and conspicuously plazed, and in legibie
type sizg, the following: (1) The siate-
ment, “For use only asz adjunctive ther-
apy of patients with second- and third-
degree burns wien bacterial resistance
to other agents is & veal or potential
proplem; or in skin g Z where bac-
terial centamination ray calse grafi
rejection and/sor donor site Infectien,
particularly in hospitals with historical
{ cteria epidemnics.” and (2) a
referenze to the “Warnings” saction of
the full disclosure labeling thab accom-
paniez ‘the pack

¢."The deug
all requiremen

tiens promuign

those

paris of its labe CRleW are
v {foilows: {(Onid 1 ad-

s, Bppiica

e under ofher an-
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propriate paragraph headings and should
follow tine information set forth helow.)

DESCRIPTION

Chemlcally (name of drug product) is
nltrorurazone, §-nitro-2-furaldehyde serni-
carbazone with the following siructure: (To
be supplied by manufsctarcer). (Additional
descriptive information to be-included by tha
manufacturer or distributor should be coun-
fined to an appropriate description of the
physical and chemical properties of the drug
and the formulation.)

ACTIONS

Nitrofurazone is a synthetic nitrofuran
with a broad antibactérial spectrum. It is
bagctericidal against most bacteria commonly
causing surface infections, including many
that have become antibiotic resiatant.

It a by inhibiting enzymes necessary for
carhohydrate meisabolism in bacteria. This

* action occurs In both the aerobic and analro-

bic cycles of carbohydrate metabolism, ex-
plaining its bactericidal effect in aerobic,
anaerobic, and facultative bacteria. Topically
it is without appreciable toxicity to huma:
cells.

INDICATIONS

Nitrofurazone is a topical antibacterial
agent Indicated for adjunctive therapy of
patients with second and third-degree burns
when bacterial resistance to other agents is
& real or potential problem.

It is also indicated in skin grafting where
bacterial contamination may cause graft re-
Jection and/or donor site infection particu-
larly in hospitals with historical resistant-
bacteria epidemics.

There is no known evidence of effectiveness
of this product in the treatment of minor
burns or surface bacterial infections involv-
ing wounds, cuitaneous ulcers or the varlous
pyodermas.

CONTRAINDICATIONS

Known prior sensilization is & contraindi-
cation to the use of nitrofurazone.

WARNINGS

Nitrofurazone has been shown to produce
mamimary tumors when fed at high doses to
female Sprague-Nawley rats. The relevance
of this to topical use in Irumans is unknowir.

Usace IN PREGHANCY

.
Safe use of nitrofurazone during vregnancy
has not been established. Therefore, the drug
is not recommended for the {reatment of
women of child-bearing potentisl, vnless the
need for the therapeutic benefit of nitro-
furazone 1is, in the atiznding physician’s
Judgment, greater than the possible risk,

PRECAUTIONS

Use of toplcal antimicrobials cccasionally
allows overgrowtih of monsusceptible orga-
nisms inciuding fungl. ¥ this occurs or if
irritation, sensitization or superinfection de-
velop, treatment with nitrolurazene should
be disconfinued and eppropriate therapy
instituted.

ADVERSE REACTIGNS

Nitrofurazone has nol been significantly
toxic i man by topical application. In quain-
titative studies published in the period 1§

astances of clinieel skin rzaction
d out of 18,249 patisnte treated
v urazong topicel Tormulations, an
overall incidence of 1.1 poercent.
7 The treatment of nitrefurazone sensitiza-
not  distinetive; gonerst measurss |
wnly used for s variety of sensit tion.
quate, b e Iare
& contact dermadicdls o
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“tion, it can produce cle
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which steroid administration

indicated.

may be

DOSAGE AND ADMINISTRATION

BuaNs. Apply directly to the leslon es with
a spatula, or iirst place on gauze. Impreg-
nated gauze may be used. Reapply once daily
or once weekiy, depending on the preferred
dressing technigue.

Sk Grarts. The dressing is used both 1o
prepere burns and oiher lesions for graft-
ing, aud postoperatively s a prephylactic
measure. By rapid eradication of the infce-
firm granulation
tissue. Because it 1s water-soluble and has
negligible tissue toxicisy, it does not inver-
fere with successful takes. Flushing the gauze
with sterile saline faciiitates removal.

How SuppLIED
(To be supplied‘ by manufacturer.)
ANIMAL TOXICOLOSY

The oral administration of nitrofurazone
for 7 days to rats &% extremely high dosage
jevels, of %40 me/kg/day produced severe
hepsto-rensl lesions whereas only rensl
changes were seen when the dosage level
was reduced to 60 mg/kg/day for 60 aays.

Dosage levels of &0 and 30 mg/kg/day
shortened the tlme of appearsnce of the
typleal Mmanurnary gland tumor nssocisied
with oider female rats. These tumors &x-
hibited the same histological charactetistics
ssen in the spontanecusly accurring tumors
and were seen only in the female animals.
No mapmary tumors were seell in rats
treated with nitrofurazone orally for 1
year ®t levels of spproximately 11 mng/kg/
day. Spermatogenic arrest was noted in the
male rals at dosage levels of 30 mg/kg/day
and above. .

Dogs treated orally with nitrofurazone for-
400 days st levels of 11 mg/kg/day showed
no toxic effecis related to drug treatinent.
‘The single intravencus administration in
dogs of 20, 35, or 75 mg/kg nitrofurazone
produced clinical sighs lacrimation, sall-
vation, emesls, dierrthe?, excitation, weak-
ness, ataxie and weight loss, whereas 100
mg/kg produced convuisions and death.

There wes no evidence of toxicosis ‘in
rhesus monkeys treated with doses of nitro-
furazons as high as 68 mg/kg/day for 15
weeks and 23 mg/kg/day for 63 weeks.

Finally, when 3¢ mgrlkg of nitrofurazone
was sdministered to pregnant rabblis once
daily on deys 7 through 15 oif pregnency
there was & slight inerease in the frequency
of stillbirths, but no teratogeneiic eflects
wele seern. ’

3. Markeling stalus. Markeling of such
drugs ray be continued under the con-
ditions described in the notice entitled
Conditions for Marketing New Druss
Evaluated in Drug Efficacy Study, pub-
lished in the Frpzrai ReEcISTER July 14,
1970 (35 FR 11273), as {follows:

&, For wolders of “deemed anproved”
new drug applications (ie., an appilca-
tlon which hecame effective on the basis
of safety prior to Cetober 10, 1862), the
submission ©f a suppiement for revised
labeling and an abbreviated supplemernd
for updating information as aescrived
in parasraphs (2)(1) (D) and (iiy; of
the notice of July 34, 1970.

b. For any person who does not hold
an approved or effective new drug ep-
plication, the subnid
viaied new dvug
Hpar

NOTICES

¢. For any distribuior of the drug, the
use of Imbeling o accord with this an-
nommcement for sny such drug shipped
within the jurisdiction of the Act as de-

A covy of the Acadcemy's report has
been furnished te the firm referred to
above. Communications forwarded in
yesponse to this announcement should
be identified with the reference numbser

DESI 5795, directed to the attentlion of

the appropriate office listed below, and

addressed to the Food and Drug Ad-
ministration, 5606 Fishers Lane, Rock-

ville, MD 208527 - .

Supplements (identify with NDA number):
Office of Scientific Evaluation (RD-100),
Bureau ¢ Drugs.

Original abbreviated new drug applicationsa
Drug Efficacy Study Implementution Proj-
ect Ofiice (BD-60), Burcaw of Drugs.

Requests for the Academy’s report: Drug
Witicacy Study Informsticn Control (BD-
66), Bureau of Drugs. i

A1l other communications regarding tbhls an-
nouncement: Drug Efficacy Study Imple-
mentation Project Office (BD-60), Bureau
of Drugs.

seribed in paragrapi () eof that notice

All identical, related, or similar prod-
ucts, not the subject of an approved new
drug application, are covered by the new
drug application reviewed and are sub-
ject to this noticc. See 21 CFR 130.40
(37 FR 23185, Oct. 31, 1972). For ex-
smple, the Food and Drug Administra-
tion regards nitrofurazone in either
soluble powder form or solution {orm
intended for the conditions of use de-
seribed herein {o be subject to this notice.
#iny person who wishes fo determine
whether & specific product is covered by
this notice should write to the Food an
Drug Administration, Bureau of Drugs,
Office of Compliance (BED-300); 5500
Tishers Lane, Rockvilie, MD 20852.

This notice is issued pursuant to pro-
visions of the Federal ¥ood, Drug, and
Cosmetic Act {secs. 502, 505, 52 Stat.
1056-53, as amended; 21 U.5.C. 352, 355),
and the Administrative Procedure Ach
(5 US.C. 554), and under the suthority
delegated to the Copunissioner of Food
and Drugs (21 CFR 2.120).

Dated: March 22, 1873.

WiLniaM F. RaxDoLpE,

Acting Associaie Commissioner
For Compliance.

[FR Doc:73-5891 Filed 3-26-72;8:45 am]}

[DEST 17358; Docket No. FDC-D-520; NDA
B-T85 eb al.}
HORWICH PHARMACAL CO.
Certain MNitrofuran Drugs; fotice o_f Gppor-
tunity for Hearing en Broposal To With-
draw Approval of New Drug Applisztions
Notice is hereby given to Forwich
Pharinacal Co., Divislon of Alorten
Norwich ¥roducts, Inc, 13-27 Ealon
12, Norwich, §Y 13615, and to any
ted persen who ma Lo adverss
aficcted, that the Comm
and Drugs: propuses to issue &1 [Gydii
wnder the provisions of o< iien 505(e) of

~

FIDERAL REGISTER, VOL. 38, KO- 60— THURSDAY, MARCH

“together with

the Federal Food, Diug, and Cosmetic
Act (21 U.B.LC. 35653(2)) withdrawing
approval of the following new drug ap-
plications, or pertinent parts thereof,
and ell amendments &nd supplements
thereto held by the Norwich Pharmacal
Co.:
NDA No. Drug Name
NDA 5780 - ceeeeem That part of the applica-
tion providing for Fur-
acin (nitrofurazone)
Vaginal Suppositories
and Ear Soiution.
‘NDA 7858 cvoen Yuracin (nlirefurazone
' with ephedrine) Nasal
: ~ Drops. LI
NDA 11-065. -~ Tricofuron (furazolidone
and nifwoxime) Vagi-
nal Powder and Sup-
positories.
NDA 11-270- .- Furoxone (furazolidous)
. Tablets.”
NDA 11-323 oo Furoxene {furazolidone
- . with kaolin and peciin)
. liquid. A
NDA 12403 -/ Furzein  (nitrofurazone
o . and nifuroxime with
diperodon hydrochlo-
ride) Otic Drops.

With the exception of Furacin Eor
Solution, Nasal Drops, ‘and Otic Drops,
the above-listed drug preducts were re-
viewed by the National Academy of
Sciences-Natlonal Research Council,
Drug Kicacy Study Group and classified
as less than effective. '

It is proposed to withdraw-approval of
these new drug appilcaticns on the
grounds that (1) new information with
respect to the drugs, evaluated together
with the evidence available ab the time
of approval of the-applications, shows
there Is a lack of substantial evidence
that the drugs will have all the effects
they purpors or are represented to have
under the conditions of use prescribed,
yrecommended, or suggested in the label
ing: and (2) tests by methods not
deemed Teasonably. applicable when such
applications were approved, eval 1ate
the evidence available
when the applications were approvec.
show that such drugs contalning eithe
nitrofurazone or furazolidone for human
use, are not shown to be safe for use
under the conditions of use upon the 3
basis of which the applications were 20— ;
proved. Specifically, the oral admindstra-~ 1
tion of nitrofurazone and of furazolidcne 4
has been shown to induce mammaly neo- :
‘plasia in rats. None of the nitrofura- ;
zone and furazolidone—containing drugs
have been adequateiy tested for aibsorp-
tion in humans. Inadéguate animal daia 3
oxist on topics) use. A serious question of ;
safety regarding the use of nitrofurazones

.

ond furazoiidone in humans is there- |
fore raised. Other egually effective c¢r :
1

1aving iess potential risk are avalilal
The subject dimgs are not specific Tor
in life-ihreatenine or other bmport
medical uses. Accordingly, the Food and
Drug Administration concludes that, be-
cause of the unfavorable henefit-to-risk
ratio assoclated with use of thesce @
products, there is a lack of prooi
safoty.

29, 1973




DUPLICATE " swmo

HDA 86~766

¥endt Laboratories, Inmc.

Attention: Mr. Gregory P. Bergt

100 Haacy Drive ‘

Belle Plalne, MN 56011 - - R - -

Gentlemen:

Reference is made to your ahbreViated new drug agplieatian sﬁbmitteé pursuant
to Section 305(b) of the Federal Food, Drug, aad Cesmetic.Ast for Nitrofurazome
Ointment, 0.2Z. :

Reférence is also made to your communication dated Gatcber 14, 197§ relating _
to thellahaling and cantral iﬂfarmatian. ‘

\ae have @@lpieted the review of this sbhreviated new drug appzicataan and ‘have
the. f&llowing coumentsaregaréing ﬁ&e preposed lsbeliﬁg.. - e =

- Revise cnnzaiﬂer labels in accord with the Federal Ragistar Statemeat
of 3-29—73.

Please let us have your response promptly.

siﬁem—- 
“!ﬂ7

‘Marvin Seife, M,D,
Birector S .
Divigion of Gereric Drug ﬂcnegraghs
Office of Brug Eﬁnﬂgraphs - S
Bureau of Drugs -

MINN-DO  DUP S

: 'JRCarr/JLMeyer/CChang < - <:42:Z;_ ??"CT‘” E?_CJ
o R/DlnltJMeyer/MSelfe“2 28-80

ft/CJl/3 3-80- rev w/f

R 5’4@




Minneapolis, Minn. 612-445-5272
Belle Plaine, Minn. 612-873-2288
Cable Address: NDT, Mpls., USA

WENDT LABORATORIE

T R T NI Y SR

100 Nancy Drive : 10100 Colorado Rd.
Belle Plaine, Mn. 56011 Minneapolis, Mn. 55437

A Family of Pharmaceutical Manufacturers,
: Since 1927

May 16, 1980

NDA 86-766

James Morrison

Director

Division of Generic Drug Monographs
Office of Drug Monographs

" Bureau of Drugs

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

Dear Sir:

Pursuant to the enclosed letter dated March 6, 1980 concerning our
abbreviated new drug application for Nitrofurazone Ointment, 0.2%,
enclosed herewith are twelve (12) revised container labels in accord
with the Federal Register Statement of 3-29-73.

I trust that this submission will enable you to act favorably for
approval of the application.

Sincerely,

WENDT LABOR;Z&RIE INC
Gregory P. Bergt |

100 Nancy Drive ‘
Belle Plaine, Minn. 56011

<CEITV;
AN

GPB/aq

Enclosures

i may 191980 }H




UPLICATE

DEPARTMENT OF HEALTH EDUCAT!LN, AND WELFARE
PUBLIC HEALTH SERVICE
FOOD AND DRU%Z ADMINISTRATION
ROCKVILLE. ntARYLAND 20857

NDA 86-766

Wendt Laboratories, Inc.
Attention: Mr. Gregory P. Bergt
100 Nancy Drive

Belle Plaine, MN 56011

Gentlemen:

Reference is made to your abbreviated new drug application submitted pursuant
to Section 505(b) of the Federal VFood, Drug, and Cosmetic Act for Nitrofurazomne
Ointment, 0.27%.

Reference is also made to your communication dated October 15, 1979 relating
to the labeling and control information.

We have completed the review of this abbreviated new drug application and have
the following comments regarding the proposed labeling:

Revise container labels in accord with the Federal Register Statement
of 3-29-73.

Flease let us have your response promptly.

‘Sincerely yours,

. -}j{(
Marvin Seife, M.D. "
Dir=otor

Division of Generic Drug Momographs
Office of Drug Monographs

Bureav of Drugs



DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
PUBLIC HEALTH SERVICE ' )
FOOD AND DRUG ADMINISTRATION
ROCKVILLE, MARYLAND 20857

NDA 86-766

Wendt Laboratories, Inc. :
Attention: Mr. Gregory P. Bergt
100 Nancy Drive

Belle Plaine, MN 56011 SEP 18 1550

Gentlemen:

Reference is made to your abbreviated new drug application submitted pursuant to
Section 505(b) of the Federal Food, Drug, and Cosmetic Act for Nitrofurazone
Ointment, 0.2%.

keference is also made to your communication dated fiay 10, 1960 relating Lo tne
labeling information. '

We have completed the review of this abbreviated new drug application and have
the following comments regarding the proposed Tabeling:

Package insert:

1. The package insert lacks chemical name and structural formula in the
description section. :

2. In animal toxicology 1st line last column should be 240 mg./kg./day
instead of 210 mg./kg/day.

ather information required by 314.1(f) of the regulations:

Your status and contract facility ( ) are under reviau

by our Division of Drug Manufacturing. We will correspond with you when this

review becomes available.

Please let us have your response promptly.

r\in Seife; M.D.
Director

Division of Generic Drug Monographs .

0ffice of Drug Monographs
Bureau of Drugs
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Minneapolis, Minn. 612-445-572
Belle Plaine, Minn. 612-873-2288
Cable Address: WENDT, Mpls., USA

. ﬁ» y 100 Nancy Drive 10100 Colorado Rd.
A Belle Plaine, Mn. 56011 - Minneapolis, Mn. 55437

A Family of Pharmaceutical Manufacturers, -
Since 1927

December 2, 1980

NDA 86-766 L

Dr. Marvin Seife

Director

Division of Generic Drug Monographs
O0ffice of Drug Monographs

Bureau of Drugs

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

Dear Dr. Seife:

In reply to your letter dated September 18, 1980 regarding our
abbreviated new drug application for Nitrofurazone Ointment, 0.2%,

I am enclosing twelve copies of the revised package insert per your
comments for review. However, due to the fact that previous
communications from your office did not request chemical and
structural formula in the description section but rather requested
final printed labeling as submitted (refer to attached letters dated
July 17, 1979 and March 6, 1980), I would request that we be allowed
to use the inserts as submitted previously until exhausted. We
would of course use the enclosed inserts, if approvable, upon stock
depletion. ' '

Additionally, I trust our most recent inspection.conducted on
October 31 and November 3-6, 1980 will enable you to act favorably
for approval of this application: In order to expedite any farther
questions that you might have, I am willing to meet with you or
anyone else that would q@@i her information. '

Sincerely,

WENDT LABORATORIES, INC.

St /) fo

100 Nancy Drive
Belle Plaine, Minn. 56011

. o
LSRR\

. GPB/aq
Enclosures



N -86-766
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¥ir. i'égary P Beﬂ;‘t

100 sanc' 1y
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Minneapolis, Minn. 612-445-5272
Belle Plaine, Minn 612-873-2288
Cable Address: WENDT, Mpls., USA

7

100 Nancy Drive 10100 Colorado Rd.
Belle Plaine, MN 5601| Minneapolis, MN 55437

A Family of Pharmaceutical Manufacturers,
Since 1927

March 2., 1981

Marvin Seife, M.D.

Director

Division of Generic Drug Monographs
Office of Drug Monographs

Bureau of Drugs

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857

-

Re: ANDA 86-766 (Nitrofurazone Ointment, 0.2%), Your letter dated 1/22/81
Dear Dr. Seife:

We have been advised by the Minneapolis District FDA office (Mr. Joseph
R. Baca) that our plant is now in compliance with the Current Good
Manufacturing Practices for Human and Veterinary Drugs. A letter to
this effect is being sent to Rockville by the District Office.

Accordingly, we request your office be aware of these developments and
act on this pending application at an early date. I would be pleased

to meet with you and/or staff to discuss this in greater detail on
March 19, 1981.

Please contact me at (612)-873-2288 if additional information is
needed at this time. ' g

Sincerely,

T LABORATOR/ ES
» }%7 7

GPB/ jas
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Minneapolis, Minn. 612-445-5272
Belle Plaine, Minn. 612-873-2288
v Cable Address: WENDT, Mpls., USA

WENDT LABORATORIES

100 Naney Drive 10100 Colorado Rd.
Belle Plaine, Mn. 56011 Minneapolis, Mn. 55437

A Family of Pharmaceutical Manufacturers,
_ Since 1927

March 23, 1981
Marvin Seife, M.D.
Director
Division of Generic Drug Monographs
Office of Drug Monographs
Bureau of Drugs
Food and Drug Administration
5600 Fishers Lane
Rockville, Maryland 20857

Re: ANDA 86-766 (Nitrofurazone Ointment, 0.22)-
Dear Dr. Seife:

Please find enclosed a copy of the letter from the Minneapolis FDA
office which regards the latest inspection at our facilities. As
you review the letter you will note that the agency has determined
Wendt .Labs. to be in substantial compliance with CGMP's. Addition-
ally, we wish to point out that there is not two separate CGMP
regulations pubhlished for human and veterinary drug manufacturers.
There is only one published 'CGMP for drug manufacturing and it

applies to both human and veterinary drug products.

We believe that your letter of January 22, 1981 is in error with
regard to "evaluation of the firm as to compliance with human drug
CGMP's . "

I would again offer to discuss any questions that you might still
have regarding this application in your office at your earliest
convenience. We are quite anxious to hear -from you on this matter
since it appears that tkis is only remaining question prior to
approval.

Sincerely,

56011

GPB/jas
Enclosure

SRS B



