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" HDA 86-600

e

" AF 31-015

Hest-ward, Inc.

Attention: Mr, Bdward Green TTeEE E%?E
745 Eagle Graen LS
Bronx, New York 10436

Gentlemen:

Reference iz made £o your abbreviated new drug application dated
August 25, 1971, submitted pursuant to gaction 305(b) eof the Faderal
Food, Drug, and Cosmetiec Act for Folic Acid Tablets, 1 mg.

Reference is also made to yeur communication dated Janumary 18, 1972,
containing control information and priated package inserts.

We have completed the review of this abbreviated new drug application
and have coneluded that the drug is safe and effective for use as

recommended in the submitted labeling. Accordiagly, the application
is approved. ‘ _
e

Any significant change in the conditions outlined in this abbreviated
new drug applicatiom requires an approved supplesentsl application
hefore the change may be made, except for changes made in conformance
with other provisions of Seetion 130.9 of the new drug regulations.

This Admimistration should be advised of any change in the marketing
status of this drug.

The enclosures summarize the conditioms relating to the approval of
this application. ‘

ce: Sincerely yours,

NYK-DO . .
BD-100 BD-69 BD-67 _ .~ “ > F)30 [y .
BD-22 BD-242 BD-310 Paul A. Bryan, H.D. )

FfﬁﬁfﬁHEilert/JLMeyer/REJoyce:3/20/72 Director
é%gqnl-R/D init. MAClark, JLMeyer 3/27/72 Drug Efficacy Study Implementation
Final typing bhy 3/28/72 Project Office
Approval o Bureau of Drugs
Enclosures , ‘ o
Conditions of Approval of a Hew Drug Applieation
Records and Reports Requirement

\Ma L mD) Yz / V2o
}30 »/I

w9
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| FOLIC ACID M y2a1

‘pRoyap, 3 1WAR-SRRAL

DESCRIPTION:  Follc Aoa e EnEoNO;, is a yellow or yellowish orange,

| odorless, crystalline powder, I:.very slightly soluble in water.

{ ACTION: Folic acid is rapidly but preférentially absorbed from the small
intestine. It is almost completely absorbed orally, even in the presence of
the malabsorption associated with tropical sprue. Folic acid (pteroylglut’amic
acid) is not active as _such jn the mammalian organism. Rather it is
enzymatically retiuced in the body' to tetrahydrofolic acid, the coenzyme
which is concerned with nearly all, or possibly all, mammalian metabolic
Sé%emsNig which there is a transfer of 2 one carbon unit, viz., -CHj, -CHO.

INDICATIONS: " Polic acid is effective in the treatment of meéaloblastie"
anemias due to a deficiency of folic acid as imay be seen in tropical o©.
non-tropical sprue, ‘in anemias of nutritional origin, pregnancy, infancy, OF
childhood. ) - o

WARNINGS: Folic acid alone is improper .therapy in the treatm}_a’pt of - per-

nicious anemia and other megaloblastic anemias where vitamin Biz i deficient.

PRECAUTIONS: Folic acid especially In doses above 1.0 mg. daily may obscure

| pernicious anemia, in that hemat,ologic remission may occur while neurological

manifestations remain progressive. . S :
ADVERSE REACTIONS: Allergic se'_nsitlzatlon has: been reported following
bo.th oral and parenteral administration of folic acid.

| DOSAGE AND ADMINISTRATION

Oral administration: Folic acid is well absorﬁe& wand may be  administered

Oy with satisfactory results except in severe instances. of intestinal mal-
absorption. P . o X A i

Usnal therapeutic dosage: In vadul_té:' 0.25 mg. to 1.0 mg. daily. In. children’

| (regardless of age): 0.25 fo 1.0 mg. daily. Resistant -cases may require larger
doses. v
‘Maintenance dosage: Wheni clinical symptoms have subsided and the -blood
picture has become' normal, a maintenance dose of 0.1 mg..to 0.25.mMg. daily.

should be used, but never less tharr 0.1 mg. per day. Patients should be kept

under, close ' supervision and adjustment of the maintenance dose - made if.

relapse appears- imminent.

In. the presence of alcohglism, pregnsncy, hemolytic anemia, anticonvulsant:’
therapy, Or chronic infection, the maintenance dose should be gt least

 doybled.
‘HOW SUPPLIED: Tablets 1 mg. scored ir'l"b_bttles of 100 '_and 1000.
CAUTION:' Federal law prohibits dispensing without prescription.

N S ~

West-’\ﬁéﬁi Inc.

October) 1971 o
, ‘. s
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Caution: Federal law
prohibits dispensing
without prescription.

Control No.

1000{TABLETS

West-ward, Inc.
Bronx, N. Y. 10456
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REVIEW OF FPL .-

DATE COMPLETED: 2-15-72 C ANDA #: 804600
“F.R. DATE: L-9-71
CO, NAME: West-Ward Incorporated

745 Fagle Avenue
Bronx, N. Y. 10456

' NAME OF DRUG: Trade: -
& Folic Acid Tablets 1 mg.
Generic: (scored in bottles of 100 and 1,000)
DATE OF SUBMISSION: 1-18-72
TYPE OF SUBMISSION: FPL and data for chemist
CLINICAL EVALUATION:

1. Review of Studies:

Chemist to review

2. Review of Labeling:

FPL conforms to requirements
Container labels accepted in M.O. review of 9-6-T71

CONCLUSION:
1, FPL approvable.

2. Chemist to review,

RECOMMENDATIONS :
1. Approve FPL.

2. Chemist to review.

Mot VTR 0T,
7.~ John He Eilert, M.D.
(o]0l
Dup.
BD-69

JHEilert/rt/2-16-T2
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REVIEW OF ANDA

Date Completed: 9/6/71 ANDA #: 80 600
' ' F.R. Statemnent Date: 4/9/71
Co. Name: West-ward, Inc.
Bronx, N.Y.

NAME OF DRUG: Trade: Folic Acid Tablets

, 1 mg.
Generic: &

DATE OF SUBMISSION: 8/25/71
TYPE OF SUBMISSION: ANDA
CLINICAL EVALUATION:

1. Review of Studies: Bioavailability studies submitted as
required in NF XIII dissolution and disintegration data
meet standards.

Manufacturing and control data to be analyzed by chemist.

2., Review of Labeling: Pack#ge insert and immediate labeling
conform to Federal Register statement requirements.

However, it is recommended that " .“w=mussa be changed to
"How Supplied". Explanation should be requested of
varied tablet strength, 0.1 mg., 0.25 mg. and 1 mg.
when only 1 mg, is listed on applicatiom.

In Dosage & Administration, delete references to ——
~————— —_ as this is a tablet dosage form.

CONCLUSIONS: Bioavailability studies acceptable. Manufacturing-
control data require chemist appraisal. Elucidation of differing
tablet strengths necessary. '

RECOMMENDATIONS: 1. Chemist appraisal v
2. Tablet strength variance to be explained.

3. Package insert ° — to be changed to "How
Supplled " and delete references to —

/b(faww@w

John H. Eilert, M.D.

ce?

Dup .

BD-100

BD-69 = '
JHEilert/bhy 9/9/71




REVIEW OF RESUBMISSION OF ORIGINAL ANDA

DATE COMPLETED: 11/4/71 ANDAfF:  806-600

F.R. Date: 4/9/71
West Ward Incorporated
The Bronx, N.Y.

NAME OF DRUG: Trade & Generic Folic Acid Tablets, 1 mg.

DATE OF SUBMISSION: 10/27/71 -

TYPE OF SUBMISSION: 1. Insert revision )
2. Chemist data ) Response to FDA 10/4/71 letter.

CLINICAL EVALUATION:

L. Review of Studies: To be -evaluated by chemist. _ _ fﬁ
2 Review of Labeling: Revised insert (October, 1971) conforms to FDA 10/4/71

request.

CONCLUSION: 1. Approvable inser:.
2 Studies require chemist appraisal.

RECOMMENDATION: 1. Chemist to review

2. Approve insert, and request FPL.

oot aﬁefilagpi’7h1f23:

John H. Eilert, M.D.

CC:

Dup.

BD-100

BD 69 :
JHEilert/mec 11/4/71
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o . -4 NDA NUMBER 7f
.. NOTICE OF APPROVAL . C 80-600 .
NEW.DRUG APPLICATION OR SUPPLEMENT DATE AF’;RW"L LETTER ISSUED
1 MAR 1972
FT0: FROM: .
. T L Bureau of ¥gdigi
Press Relations Staff (CE-300) = - o =k Drugs.
[} Bureau of Veterinary Medicine
ATTENTION '
Forward original 6f tlus form for publication only after approval letter has been issued and ‘the date of
approval has been’ entered above. ) )
TYPE OF APPLICATION : i ] ) CATEGORY.

ABBREVIATED : SUPPLEMENT
ORIGI{NAL NDA g
(. L (J 3o npa

@ ORIGINAL NDA inUMAN ) [ ] VETERINARY

TRADE NAME (or other designated name) AND ESTABLISHED OR NONPROPRIETARY NAME ¢if any) OF DRUG

Folic Acid

DOSAGE FORM L B . . ) HOW DISPENSED .
Tablet .- = ) _ ’ KIrx {Qorc

ACTIVE INGREDIENTI(S) (as declared on label.  List by established or nonproprietary name(s) ,énd include emount(s), if amount is
declared on label.) . . ' : :

Folic Acid 1.0 mg.

T "F.A ME-OF -APRLICANT (Include City and State)

mEmI e
‘Bronx;, New York 10456 S | : | | : - ON ORIGINAL;

PRINCIPAL lNDlCATION OR- PHARMACOLOGICAL CATEGORY

V1tam1n

ANIMAL SPECIES FOR WHICH APPROVED . "

'COMPLETE FOR VETERINARY ONLY."

CHANGE APPROVED TO PROVIDE FOR

 COMPLETE-FOR SUPPEEMENT ONLY

FORM.PREPARED BY

FORM. APPROVED. BY

TOFORR 1642 GJ60 “PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.




. Tlmmpson ‘Win, T, Co. .. .

’ -~

e

[DLSI '5897; Docket No. PDC—D—zsa, NDA
5-897, etc. ]
FOLIC ACID PREPARATIONS, ORAL
AND PARENTERAL FOR TH:RA-
PEUTIC USE

Drugs for Human Use; Drug Efficacy
Study .Implementation

The Food and Drug Administration
has evaluated reports received from. the
National Academy of Sciences-National
Research Council, Drug Efficacy Study

‘Group, on the Ifollowing folic acid
preparations: :
. 1. a.-Tolvite Elixir; 5 mg. folie aeld
per 5 cc.;

b. Folv1te Tablets; 5 mg. and 20 mg.
folic acid per tablet; and

c. Folvite Parenteral Solution; sodium
folate equivalent to 15 mg. folic acid
per cc,; marketed by Lederle Labora-
tories,” Pear! River, New York 10965
(NDA 5-897).
© 2. Folic Acid Tablets; 5 mg. per tablet;
marketed by Eli Lilly and Co., Box 618,
Indianapolis, Indiana = 46208 (NDA
- 6=135). - .

3. Folic Ac:d Injection; 15 mg. folic
acid, as the sodium salt, per cc.; mar-
keted by S. F. Durst and Co., Inc., 5317
North - Third Street, Philadelphia,
Pennsylvania 19120 (NDA 6-338).

In addition to the above products, folic-
acid preparations for therapeutic use
are marketed by other firms. A partial
list of other suppliers of folic acid prepa-
vations limited to prescription dispens-
mg, as indicated in readily available

férence sources, is as foliows:

;BA Pharmacéutical Co., waslou of Bergher
- Dlstnbut.mg Co..
American Pharmaceutical Co.
Anmverican Drug Products.
American Quinine Co.
Approved Pharmaceutical’ Corp
Arcum Pharmaceutical Corp.
w Associated Labs., Ine.
‘Barre Drug Co., Inc., The. : .
Barry-Marthr Pl:arm’tceutlcals Inc., .
Bell Pharmacal Co. E
Carroll’Chemical Co., The.
Columbia Medical Co
. Consolidated’ Midland
. Division. "
- Corvit Pharmaceutieals: .
Daniels, Robert and Co.; Inc._ . .
DubMont Pharmacal Co.: - .
Evron Pharmaceutical Co., Inc :
Faraday Laboratories, Inc, :
- Gold Leaf Pharmacal Co., Inc. .
" Gotham' Pharma aceutical Co., Inc.
Halsey Drug Co., Inc. = - ”“
.Hartey Labs., Inc.
- Jan Labs,. -+ .
- Kirkman-Labs., Ine. -
. Lannett Co., Inc. T
‘Lit Drug Co. :
Lustgarten Labm ator ies, Inc.
Mifflin, McCambrldge Co Inc, -
Penl)urst Pharmacal Co.’
Pharme‘: Inc,
‘Pgeston Franklin. Pharmacal Oo
Rlchlyn Iabs,
Robinson Laboratory—, Ine.
Spencer- Mead, Inc :
. Stanlabs, Inc. -
Supreme Ph

Corp., -CMC Reésearch

-

rmaéeutlcu.l Co., Tne.™

T-yne, Paulson and Co., Inc.
\in Research Cmp
(-Ifére Products Co

NOTICES

West-Ward, Inc. .
Williams Chemical Co. o
Winsale Drug Co.

The drugs are regarded as new drugs

(21 U.S.C. 321(p)). Supplemental new-
drug applications are required to revise
the labeling in and to update previously
approved applications providing for such
drugs. A new-drug application is re-
quired from any person marketing such
drugs without approval.

The Food and Drug Administration is
prepared to approve new-drug applica-
tions and supplements to previously ap-
proved new-drug applications under con-
ditions described in this announcement.

A. Effectiveness .classification. The
Food and Drug Administration has con-
sidered the Academy reports, as well as
other available evidence, and concludes

that:
1. Folic acid is effective for the treat-
ment of ~megaloblastic anemias of

nubri-
and

tropical and nontropical sprue,
tional origin, pregnancy, infancy,
chiidhood. .

2. There is a lack of substhntial evi-

dence that foli¢ acid is effective.for the

following labeled indications: ‘“macro-
cytic anemias associated with pellagra
and similar deficiency states” and such
vague, unspecific conditions as “macro-
cytic .anemia of gastrointestinal origin”
and “megaloblastic anemias other than
pernicious anemia.” )

. The Food and Drug Administration
also concludes that there is no evidence
that doses of folic acid .greater than 1
mg. daily have greater eflicacy than do
those of 1 mg. Further, the usual thera-

" peutic-dose, -oral or parenteral, should ke

0.25 mg. to 1.0 mg. daity, and the mainte-
nance dose shoulcl Ol cunauly be-0:1 o

. 70.25 g, dailyy .Administration of higher
“doses greatly: iniereases. the possibility of

masking vitamin B-12 deficiencies . and
the insidiots development of or precipi-

. tation' - of neurological manifestations
and/or lesions. . .
Preparations supplying no more than -

0.1 mg. foli¢ acid daily continue to be

regarded as. “dietary supplements (21.

CFR 3.42) and may be prescribed when

a mamtenance dose. of 0 1 mg a day is-
_indicated. = -

B. Form .of drug Folxc acxd prepara-

tions are in (1) tablet form suitable for
oral administration -and eontain no less -

than 0.15 mg. and no ‘more than 1.0 mg.

folie acid per. tablet or (2) solution form

suitable for parenteral administration in

the dosages recommerided in the labeling.

guidelines below..

C. Labeling - conditions. 1. The label
bears. the statement “Caurion:  Fed-
eral law prohibits dispensing without
prescrlptxon "

2. The drufr is labeled to comply with

all requirements of the Act and regula- .-
" tions promulgated thereunclcr ang those.
‘parts of itslabeling indicated: below are.

substantially as follows: (Optional addi-
tional mform'mon applicable -to “the
drug,
appropriate ' paragraph-

below )

.

- origin,

‘nay . -be proposed . under other:
) headings and-
-should: Tollow’ the mformatxon set forth

T Foric Acrm.
DESCRIFTION .

(‘'To be supplied by the manufacturer. This
is to be confined to an appropriate descrip-
tion of the physlcal and chemical properties
of the drug, and the forraulation.)

ACTIONS

{To be supplied by the manufacturer. This
is to be confined to an appropriate statement
of the demonstratcd pharmacologic/physio-
logic acticns of the active ingredients of the
drug in humans. When the mode of action
has not been determined, this should be
clearly indicated.) .

INDICATIONS

Folic acid is effective in.the treatment of
megaloblastic anemias due-to a deficieney of
folic acid as may be seen in tropical or non-
tropical sprue, in anemias of nutritional
pregnancy, infancy, or childhood.

WARNINGS

Folic acid alone is improper therapy in the
treatment of pernicious anemia "and other
megaloblastic anemias where vitamin By, is
deficient.

PRECAUTIONS

Folic acid espccnally in doses above 1.0 mg
daily may obscure perniciotus ancniia, in that

hematologic remission may odeur while neu- -

rological manifestations remain progressive.
ADVERSE REACTIONS

Allergic sensitization has beern reported
following both-oral a.nd parenteral adminis-
tration of folic acid. .

DOSAGE AND ADMINISTRATION

Oral administration: Folic acid is well ab-
sorbed and may be administered orally with
satisfactory results except in severe instances
of intestinal malabhsorption.

Parental . admmmtrutzon. Intla*nuscalar
lncra\'enous. and subcutaneous routes may

be used- if ‘the disease is e\cepmonally severe,

or if gastrointestinat absorption ‘may. be ‘or
is known to be, impaired. .

. Usual therapeutic dosage:. In adults: 020
mg. to 1.0 mg. daily. In Children (regardless
of age) 0.25 to 1.0 mg. ‘daily. Resistant cases
may require larger doses.

AMaintenance dosage: When clinical sy'nn-
toms have subsided and the blood picture

- has-become normal, a mainténance dose of-
‘0.1 mg. to 0.25 mg. daily should be used, but

never less than 0.1 mg. per day.. Patiénts -
should be kept under close supervision and -
adjustment of the maintenance dose made
if relapse appears imminent. | :
In the. presence of alcoholism, preonancy,
hemolytic anemia, anticonvulsant therapy,
or chronie mi‘ectxon the’ mamtenance dose
should be at least doubled - .

‘D. Prevzously auproved applzcatzons .
1. Each holder of a “deemed approved” .
new-drug application (i. e., an application
which became efective on the _basis of
safety prior to October 10, 1952) for such
drug is requested to seek approval of the
claims of effu‘l;xveness and bring the ap-

- plication into conformance by <ubmutmg
. suppiements containing:

- a. Revised labeling- as needed to con-
form to the labeling conditions described -
herein for. the drug, and complete cur-

‘rent container ldbelmg, unless reccntly '

submitted.

b. Updmtmg mfoxmatlon as needed to
pzowde for an oral dosage form contain-
ing-no less than 015 mg. and no ‘maore

.than 10 mg: f{olic acxd per tablet or a:

AH




6544

I rEnL toal dosage form cont'um‘lg an
amo unt appropriate for administration~
as described herein, and to make the ap-
plication current in regard to items 6
hponents), 7 (composition), and 3
....ethods, facilities, and controls) of the
new-drug application -form FD-356H to
the extent described for abbreviated new-
drug applications, §130.4(f), published
in the Feperal REGISTER April 24, 1970
(35.F.R. 6374). (One supplement may
coniain all the mfounatlon described in
this paragraph.) )
2. Suchi supplements should be sub-
mitted within the fqollowing time periods

after the date of publication of. this no- |

tice in the FEDERAL REGISTER:

a. B0 days for revised labeling; or, for
those products which must be reformu-
lated, 180 days for revised labeling fully
in accord with this announcement, pro-
vided claims for which substantial evi-
dence of effectiveness is lacking a,re
deleted within 60 days. The suppiemen
should be submitted under the prov 1510115
of §130.9 (d) and (e) of the new-drug
regulations (21 CFR 130.9) which permit
certain changes to be putb into effect at
the earliest possible time.

. b..180 days for updating information.
- 3. Marketing of the drug may continue
. until the supplemental applications sub-
" mitted in accord with the preceding sub-~

paragraphs 1 ‘and 2 are acted upon,
provided that the labeling of the prepa-

ration smpped within the jurisdiction of -

the. Act.is in accord with the labeling
conditions described in this announce-
- ment w thin the time periods described-
cin subpamfn aph 2a.

- } New applications. 1. Any person
o “.atrxbutes or mtcnds to dlstnbut‘ )

. of. use for wh'ch it has }*een shown to', :
" be'efiective; as described unider Al above,.
- should submit an abbreviated new-drug-

.application meeting the condkions spec-

ified in § 130:4(f) (1) and (2),published "

“in the FEDERAL REGISTER April 24, 1970
- (35 F.R. 6574).-Such applications should.

- include proposed: labeling which is in
accord  with ‘the labeling condltlons de-

.. Scribed hereln .

. 2. Distribution of any such pzepara-
tion currently on the markef without-an
approved new-drug appllcauon may be

" - continued provided that:
" a. Within 60 days from the’ date of.

o publxcatlon of this announcement in the
FEDERAL Ri£cISTER, the labeling of such.

prepar atxon shipped within jhe jurisdic-

. tion. of the Act is in accord with the
" labeling conditions described herein, ex-

- cept that if the preparation must be re-
wilated; 180 days will be allowed for
‘. the’ dosage recomumendations to bd m-.

‘accord with this announcement. e
b. The manufacturer, pack ker, or dis-

"L tribut r-of such dxug submlts Wxthm

_ e. ‘The- a'pphcant submxts mthm a.
- reasonable time ‘additiénal -information :
" that may be rcquxred for the approval of

pphcmo*l as spec1ﬁgd m a wnbten_

ﬁ other

MOTICES

d. The application has not been ruled

incomplete or unapprovable,

¥. Opportunity for a hearing. 1. The’
Commissioner of Food and Diugs pro-
poses to issue an order under section
505(e) of the Federal ¥Food, Drug, and
Cosmetic Act withdrawing approval of
all new-drug applications and all amend-
ments and supplements thereto provid-
ing for the indications for which sub-
stantial evidénce of effectiveness is lack-
ing as deseribed in paragraph A2 of this
announcement. An order withdrawing
approval of the applications will not is-
sue’ if such applications are supble-
mented, in accord wiih this notice, to
delete such indications. Promulgation of
the proposed order would cause any such
drug for human use offered for the in-
dications.for which substantial evidence
of effectiveness is lacking, to be a new
drug for which an approved new-drug
application is nof{ in effect. Any such
drug then on the markei wowld be sub-
ject to regulatory proceedings.

2. In accordance with the provisions
of section 505 of the Act (21 UL.C. 255)

-and the regulations promulgated there-

under (21 CFR Part 130), the Commis-
sioner will' give the holders of any such
applications, and any interested person
who. would be adversely affected by such
an order, an opportunity for a hearing
to show why such indications should not
be deleted from labeling. A request for a
hearing must be filed within 30 days after
the date of publication of this notice in
the TFFEpErAL REGISTER. A Tequest for a
hearing may. not rest ubon mere allega-
tions or denials, but must set forth spe-

- cific facts. sho\vn‘nr that 2 gemnne and

:1nvesr,1ga,10na1 data the obJector
is prepared to prove in a hearing. Any
data submitted in respense to this notice
must be previously unsubmitted and in-~
clude .data. from adequate and well-

.controlled clinical investigations (iden-

tified for ready review) as described in
§ 130.12(a) (5) of the regulations.pub-
lished in the FeperaL REGISTER of May 8,
1970 (35 F.R..-7250) . Carefully conducted

and documented clinical studies obtained -

under uncontrolled or partially controlled
situations are not acceptable as a sole
basis for. approval of claims of effective-

‘hess, but such studies may be. considered

" on-their merits for corroborative ‘support
of efficacy and evidence of safety. If a

. hearing is requested and justified by the -
' response to this notice, the issues will be

defined, 2 hearing -examiner will- be
named and hé shall issue a written no-

tice of the time and place at w thh thev

hearing will commence.
-G, Unapproved use.or form of drug.

1. If the articie-is labeled or advertised

for use in any condition other th an those

: provided .for-in this . arinouncernent, it

may-be regarded as an unapproved new:
‘drug subject to regulatory. proceedings

until such recomended. use is ‘approved -

in a new-diug apbplication, or is other~

‘wise in accord with this. announcement. -
2..If the-article is p1oposcd for m'ukct— .
.mg in: anothe1 foxm 01 for use other ‘than

T .. FEDERAL REGISTER,: VOL. 36, NO., 69—FRIDAY, APRIL 9, ¥971

"Request for Hearing

fihe use provided for in this announce-

mrent;approvriate additional information -

&5 described in § 1304 or § 130.9 of the
egulations (21 CFR 130.4, 130.9) may be
mequired, inciuding results of animal and
@linical tests intended te show whether
fihe drug is safe and eTective.
Representatives of the Administration
are willing to nmieet with any interested
werson who desires to have a conference
ooncerning proposed changes in the

Embeling sef forth herein. Requests for .

such meetings should be made to the Of-

fice of Scientific Evaluation at the ad- |

" dlress- given. below, within 30 days after

ithe publication of this notice inn the Fep--

ERAL REGISTER.

A copy of the NAS-NRC 1‘ep01t has
been furnished to each firm referrved to
above. Any other interested-person may
obtain a copy by request to the approml-
ate office named helow,

Communicatiens forwarded in re-
sponse to this announcement should he
ddentified with the reference number
DESI 58917,
#he following appropriate office, and ad-
diressed - (unless otherwise specified) to
tihe Food and Drug Administration, 5600
Fishers Lane, Rockville, Maryland 20852:
Supplements (identify with NDA number):

©Office of Scientific. Evaluation (BD-100},

Bureau of Drugs,
©riginal abbreviated - ne\\-drug apphcatxous

(1dent1fy as such): Drug Efficacy Study-

Tmplementation Project Oﬂice (BD-95), Bu-

reau of Drugs. .
{identify with Docket

number) : Hearing Clerk, Office of Gen-

eral Counsel (GC-1), Room 6-62, Parklawn.,
A11 other communications regarding this an-
“mouncement: Drug Eflicacy Study Imple-
mentation Proyect Office (BD—5) Bureau oI

> Hequests tor NAS-NRRC report: Press Rela-

sons. Otlice: (CL—200),.200 C St.reet S\"
\Waohmvton ‘D.C..20204.

This notice'is issued pm suant to pro-
wisions 'of the Federal Food Drug, and
Cosmetic Act (secs. 502, 505, 52.Stat.
1050-53, as amended; 21 U.S.C. 352, 353)
‘and under authority delegated to the
Commissioner of Food and D1'uga 21
CrR 2.120). :

Dated 1V'zuch 19, 1971

Sam D, FINE
Assoczate Commissioner .
. for Compliunce.

[FR Doc.71-4952 Filed 4-8-71;8:46-am|]
[DEST 10423] .

LEVALLORPHAN TARTRATE
' lNJECTION- '

Drugs for’ Human Use; Drug Eﬂ‘iccz:y
- :Study’ lmplemenfnhon

© -The I_‘ood. _an_d_ Dzug Admlmstratiouj ;
.h’ls evaluated a repert receiv

Mational Academy of Sciences-Naticnal

-Rese'uch ‘Council, Drug Efficacy. Stuay

Giroup, on the following drug for 1nt1
wenous -ise:

~ Lorfan Imectron.
Torphan - tartrate;  Re
Division of Hoffman-LaRcche, Inc., 340"

containing

Kingsland Street, Nutley, New - Jezbe/ e

87110 (NDA 10—420)

ed from the-.

_ lev-al -
‘Roche Laboratovies...

directed to the attention of

TGt

A
K




CENTER FOR DRUG
EVALUATION AND
RESEARCH

APPLICATION NUMBER:

80-600

CORRESPONDENCE



3 Sep oy

@ 80-600
A¥ 31-015

Artention: M. Bduard Green
1&5 sugle m

em the receipt of your ebbrevisted mew drug applicstien
 puxssant fo section §§§{b§ of the Federal Food, Mrup, And

DATE of APPLICATION




C/a-ﬁm | | 0 ; g

AF 31-015

Rest-Rard, Inc.

Atteation: Mr. Edward Green
745 RBagle Avenue

Bronx, New York 10456

Gentlemen:
Befereice is made to your abbreviated new dvug application dated

Augnat 25, 1971, submitted pursusat o Sectiom 505(b) of the Federal
Food, Prug, and Cosmetic Act for Polic Acid Tablets, 1 ng.

We have Whta& our review of this ehbreviated new drug appliestion.
However, before we are able to veach a final conclusfon, the following
additional inZormution is necessary:

B} DOSAGE and ADM TION section: Delete referemce to

b)

- heading to “HOW SUPPLIEDY Referénce
is made fo 6.1 ng- amé 0.25% wg. tablets. Plesse clurif—.

2. ?1«3@ clarify the following deviations from the USPF XVIII mono-

a) i’aliﬁ #eid Powder
1) Residue on Ignition Test is not performed.

b) Zoldc ﬁﬁd ‘khla&: :
1) the ¢ M&mm teat dm not follow USP XVILI

ise submit the above informstion promptly.

 pwp , /
. . BD-69 BB-67 BD-22 m ?;i‘ R °/ )71
oM BD=242 BD-100 =
N JEilert/JLMeyer/REJoyce 9-16-71

R/Dydmit. by MAClark/JLMeyer9-24- 71 Pagl
Final typing/wlb/9-29-71

“Rev w/f W@( w‘ '—,’
o 0 N




West-ward, Incorporated

745 EAGLE AVENUE _ BRONX. N. Y. 10456 : : o / .

PERSONALLY SUBMITTED BY YUA ORIG & NOMEn

s G OMENT

NDA 80-600 Sord Cnesm October 275 1971+ - . . ;
. - @iseni o

Vo -7 LTI /Zﬂ/

Paul A. Bryan, M.D.

Director

Drug Efficacy Study Implementation
Project Office

Bureau of Drugs

Food and Drug Administration

Rockville, Maryland 20852

Dear Dr. Bryan:

This is in answer to your letter of October 4, 1971 with reference to our
abbreviated new drug application for Folic Acid Tablets 1 mg.

The information requested follows the numbering sequence of your letter.

1. aand b Enclosed is a printer's proof of the package insert with the
Dosage and Administrative section and the —
revised in accordance with your recommendations. If
satisfactory we will send you 12 copies of the final printed
copy. :

2. a. Folic Acid Powder
1) Please amend our application to include the lgnition Test.

2) Please amend our application to follow the U.S.P. XV
assay procedure.

b. Folic Acid Tablet

1) The actual method for determining the Content Uniformity ‘is
herewith attached. This is a relatively simple method which
we can apply since we make the tablets ourselves and have full
knowledge of the excipients which do not introduce any error.
We have verified the reliability of the method by checking the
results against those obtained using the Official U,S.P. method.
The results agree well within acceptable 1imits.

Sincerely,
West-ward, Inc.

)

Edward Green
Technical Director

EG/eb
-encl.

MANUFA_CTU-RERS OF THE FINEST GENERIC PRODUCTS
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AVDA [§0-600
AF 31-015

West-Ward, Inc.

Attention: Mr, Eduard Greem
745 Bagle Avenve

Bronx, Hew Yerk 10456

Gent lement

Reference is made to your abbrevisted new drug spplication submitted
pursuant to Section 505(b) of the Federal Food, Drug, and Cosmetic &ct
e fm: Folic Acid Tablets, 1 mg.

Reference fs aleo made to your communication dsted October 27, 1971,
containing reguested information and proofs of revised labeling.

We bave completed the review of this abbreviated new drug application
as submitted with draft labeling. However, before the application may
be approved, it will be necessary for you to eubmit finyl printed lgbel-
i ing. The labeling should be identical in content te the draft copy.

Please submit twelve copifes of the final printed labeling.
It is also requested that you submit 2 commitment to follow the USP XVIII

content uniformity test or data to mmme the clain that tha altemate

‘procedure i com thle to the USP XVIIL procedure,

Please subuit the sbove information prom

Bincerelr yoars,

<;;%E; L /L '<~’k§?k 1'1;/0 e 7;

?ml t. &:yan ¥.B,

ﬂmg Efficecy Study Ympl
Project Office
Buresu of Druge
cas
NYK~BO
Dup, ¢
gg_g; O W L anelO Ml 17 /7

g BD-22 L / /
, BD-100
tby‘q\n-zz;z = /LU(*’\/ YN
\

ﬁ» % JHEilert/JIMeyer/REJoyce 12-2-71 “‘17/7( _ J%MO/I/
"WV Initialed by JIMeyer 12-3-71

,‘\V', N
rt 12-7-71
Approvable




West-ward, Incorporated 0 R @_
745 EAGLE AVENUE BRONX, N. Y. 10456 ORIGINAL‘“FPE

ANDA 80-600 January 18, 1972

Paul A. Bryan, M.D.

Director

Drug Efficacy Study Implementation
Project Office

Bureau of Drugs

Food and Drug Administration

Rockville, Maryland 20852

Dear Dr. Bryan:

This is in answer to your letter of December 17, 1971 with
reference to our abbreviated new drug application for Folic
Acid Tablets 1 mg.

As requested we are enclosing 12 final printed copies of
the package insert, identical to the draft copy submitted
with our letter of October 27, 1971.

Further as requested we herewith commit oursel¥Ves to..fe
the U.S.P. XVIII content uniformitfffi '

We trust you will find the above satisfactory.

. Sincerely, i #7%
iWest-ward, Inc.

T

2

LTS

EG/eb Edward Green
encl. ‘ Technical Director

MANUFACTURERS OF THE FINEST GENERIC PRODUCTS



