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1715 West 38th Street, Chattanooga,
Tenn. 37409 (NDA 6-158) .

4. Theoglycinate with phenobarbital
tablets containing theophylline sodium
glycinate and phenobarbital ; Brayten
Pharmaceutical Co . (NDA 6-1 .58) .

5. Theoglycinate with racephedrine
and phenobarbital tablets containing
theophylline sodium glycinate, pheno-
barbital, and racephedrine hydrochlo-
ride; Brayten Pharmaceutical Co . (NDA
6-158) .

6. Phedorine tablets (formerly The-
ephedrine with phenobarbital tablets )
containing theophylline, phenobarbital ,
and ephedrine hydrochloride ; Tilden-
Yates Laboratories, Inc., Fairfield Road,
Wayne, N .J . 07470 (NDA 1-626) .

7. Asminyl tablets and asminyl slosol
pink tablets containing theophylline,
sodium phenobarbital, and ephedrine
sulfate ; Cole Pharmacal Co ., Inc . (NDA
3-523) .

8. Asminyl liquid containing the-
ophylline sodium salicylate, sodium
butabarbital, and ephedrine sulfate ;
Cole Pharmacal Co ., Inc. (NDA 3-523) .

9. Arteminyl sublingual tablets (now
marketed as Iso-Asminyl) containing
theophyiline, sodium phenobarbital, iso-
proterenol hydrochloride, and ephedrine
sulfate ; Cole Pharmacal Co., Inc . (NDA
3-523) .

10. Marax syrup containing the-
ophylline, hydroxyzine hydrochloride ,
and ephedrine sulfate ; J. B. Roerig Di -
vision, Pfizer Pharmaceuticals, 235 East
42d Street, New York, NY 10017 (NDA
12-879) .

11. Marax tablets containing the-
ophylline, hydroxyzine hydrochloride ,
and ephedrine sulfate ; J . B. Roerig Di -
vision, Pfizer Pharmaceuticals (NDA
11-768) .

AMBUPHYLLINE PREPARATION S

1 . Nethaphyl regular strength cap-
sules and nethaphyl half strength cap-
sules containing ambuphylline, etafe-
drine hydrochloride, and phenobarbital ;
Merrell-National Laboratories, Divisio n
of Richardson-Merrell, Inc ., 110 East
Amity Road, Cincinnati, Ohio 4521 5
(NDA 6-359) .

Such drugs are regarded as new drugs
(21 U.S .C . 321(p)) . The effectiveness
classification and marketing status ar e
described below.

A. Effectiveness classification . Th e
Food and Drug Administration has con-
sidered the Academy's reports, as well a s
other available evidence, and conclude s
that :

1 . Rectal suppositories containing the-
ophylline sodium glycinate as the sol e
active ingredient . a. Are probably effec-
tive for bronchial asthma.

b. Are possibly effective as labeled for
use in status asthmaticus, congestiv e
heart failure, or as a diuretic in conges-
tive heart failure, paroxysmal cardiac
dyspnea, coronary artery diseases and
angina, allaying pruritis, and relievin g
sensitization dermatoses .

c. Lack substantial evidence of effec-
tiveness as labeled for use in Cheyne -
Stokes respiration and "bronchospastic

type chronic hypertrophie pulmonary
emphysema . "

2 . Other drugs listed in this announce-
ment . a . These drugs lack substantial evi-
dence of effectiveness as labeled for use
in "pulmonary infections associated with
bronchospasm," dyspnea induced by ex-
ertion and cough, Cheyne-Stokes respi-
ration, status asthmaticus, "broncho-
spastic type of chronic hypertrophic Pul-
monary emphysema," "other pulmonar y
disorders," or as a sedative .

b . These drugs are possibly effective a s
labeled for use in bronchial asthma ;
bronchitis, bronchiectasis, and emphy -
sema in which bronchospasm is present ;
paroxysmal cardiac or nocturnal dysp-
nea; biliary colic, renal colic ; hay fever ;
congestive heart failure or as a diuretic
in . congestive heart failure, premenstrual
fluid retention and drug induced edema ;
coronary artery disease and angina pec-
toris ; allaying pruritis and in relievin g
sensitization dermatoses ; pulmonary
edema due to cardiac decompensation ;
the relief of bronchospasm ; nasal al-
lergy; or for use as respiratory center
stimulants and expectorants :

B. Marketing status . 1 . Within 60 days
of the date of publication of this an-
nouncement in the FEDERAL REGISTER, the
holder of any approved new drug appli-
cation for which a drug is classified i n
paragraph A above as lacking substantial
evidence of effectiveness is requested t o
submit a supplement to his application,
as needed, to provide for revised labeling
which deletes those indications for which
substantial evidence of effectiveness is
lacking. Such a supplement should be
submitted under the provisions of § 130 . 9
(d) and (e) of the new drug regulation s
(21 CFR 130.9 (d) and (e)) which per-
mit certain changes to be put into effec t
at the earliest possible time, and the
revised labeling should be put into us e
within the 60-day period. Failure to do
so may result in a proposal to withdraw
approval of the new drug application .

2. If any such preparation is on the
market without an approved new-drug
application, its labeling should be revise d
if it includes those claims for which sub-
stantial evidence of effectiveness is lack-
ing as described in paragraph A above .
Failure to delete such indications and
put the revised labeling into use within
60 days after the date of publication
hereof in the FEDERAL REGISTER may
cause the drug to be subject to regulatory
proceedings .

3. Labeling revised pursuant to this
notice should take into account the com-
ments of the Academy ; furnish adequate
information for safe and effective use o f
the drug; and recommend use of the dru g
having a probably effective indication a s
follows : (The possibly effective indica-
tions for that drug may also be included
in the labeling for 6 months .)

RECTAL SUPPOSITORIES CONTAINING
THEOPHYLLINE SODIUM GLYCINATE

Efficacy Study" published in the FEDERA L
REGISTER July 14, 1970 (35 F .R. 11273) ,
describes in paragraphs (c), (d), (e) ,
and (f) " the marketing status of a drug '
labeled with those indications for whic h
it is regarded as probably effective and
possibly effective .

A copy of the Academy's report ha s
been furnished to each firm referred t oabove. Communications forwarded in re-
sponse to this announcement should b e
identified with the reference number
DESI 1626, directed to the attention of
the appropriate office listed below, an d
addressed to the Food and Drug Admin-
istration, 5600 Fishers Lane, Rockville ,
MD 20852 :

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

Original new-drug applications : Office o fScientific Evaluation (BD-100), Burea uof Drugs.
Requests for the Academy's report :- Drug

Efficacy Study Information Control (BD-
67) , Bureau of Drugs .

All other communications regarding this
announcement : Drug Efficacy Study Im -
plementation Project Office (BD-60) ,Bureau of Drugs.

This notice is issued pursuant to pro -
visions of the Federal Food, Drug, and
Cosmetic Act (secs . 502, 505, 52 Stat .
1050-53, as amended ; 21 U.S .C . 352, 355 )
and under the authority delegated to th e
Commissioner of Food and Drugs (2 1
CFR 2 .120) .

Dated : June 28, 1972 .

SAM D . FINE ,
Associate Commissioner

for Compliance.
[FR Doc .72-11518 Filed 7-25-72 ;8 :46 am]

[DESI 11145; Docket No . MC-D-322 ; NDA
11-145 et al l

CERTAIN THIAZIDE S
Drugs for Human Use ; Drug Efficacy

Study Implementatio n
The Food and Drug Administration has

evaluated reports received from the
National Academy of Sciences-Nationa l
Research Council, Drug Efficacy Stud y
Group, on the following single entity
thiazide drugs :

1. Fovane Tablets, containing benzthi-
azide ; marketed by Chas . Pfizer and Co . ,
235 East 42d Street, New York, NY 1001 7
(NDA 12-128) .

2. Esidrix Tablets, containing hydro-
Chlorothiazide ; marketed by Ciba Phar-
maceutical Co ., 556 Morris Avenue, Sum-
mit, NJ 07901 (NDA 11-793) .

3. Exna Tablets, containing benzthia-
zide ; marketed by A . H. Robins Co ., 140 7
Cummings Drive, Richmond, VA 2322 0
(NDA 12-489) .

4. Saluron Tablets, containing hydro-
flumethiazide ; marketed by Bristo l
Laboratories, Division of Bristol-Myer s
Co., Thompson Road, Post Office Box 657,
Syracuse, NY 13201 (NDA 11-949) .

5. Renese Tablets, containing poly-
thiazide; Chas . Pfizer & Co . (NDA 12-
845) .

INDICATION

Bronchial Asthma.

4 . The notice "Conditions for Mar-
keting New Drugs Evaluated in the Drug
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6 . Metahydrin Tablets, containing tri-
bhlormethiazide• marketed by Lakesid e
Laboratories, Division of Colgate -

'abPaimolive Co ., 1707 East North Avenue,
Milwaukee, WI 53201 (NDA 12-594) .

7 : Diuril Syrup, containing chlorothia-
zide ; marketed by Merck Sharp &
Dohme, Division of Merck and Company ,
Inc ., West Point, Pa . 19486 (NDA 11-870) .

8. Diuril Lyovac Powder for Injection ,
containing chlorothiazide as the sodium
salt ; Merck Sharp & Dohme (NDA
11-145) .

9. Diuril Tablets, containing chloro-
thiazide ; Merck Sharp and Dohme (NDA
11-145) .

10.Naqua Tablets, containing tri-
chlp methiazide ; marketed by Schering
Corp ., 60 Orange Street, Bloomfield, NJ
07003 (NDA 12-265) .

11.Hydrodiuril Tablets, containin g
hydrochlorothiazide ; Merck Sharp &
Dohme (NDA 11-835) .

12 Enduron Tablets, containing
methyclothiazide ; marketed by Abbott
Laboratories, 14th Street and Sheridan
Road, North Chicago, Ill . 60064 (NDA
12-524) .

13. Oretic Tablets, containing hydro-
chlorothiazide ; Abbott Laboratories
(NDA 11-971) .

14. Naturetin Tablets, containing ben-
droflumethiazide ; marketed by E . R .
Squibb and Sons, Inc ., Georges Road,
New Brunswick, N .J . 08903 (NDA
12-164) .

15. Saluron Syrup, containing hydro-
flurnethiazide ; Bristol Laboratories (NDA
12-058) .

Such drugs are regarded as new drugs
(21 ,T.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
4 . ivithout approval .

A.-Rfectiveness classification . The
Food fend Drug Administration has con-
sidered the Academy's reports, as well
as other available evidence, and con-
cludes 'that :

1. These thiazide drugs in the dosage
terms listed above are effective as ad -
Junctlve therapy in the treatment of
edema due to congestive heart failure ,
hepatic cirrhosis, and corticosteroid and
estrogen administration; and. edema
caused by renal disorders such as neph-
rotic syndrome, acute glomeruloneph-
ribs, and chronic renal failure ; in the
management of hypertension when use d
alone or as adjunctive therapy ; in the
control of hypertension in pregnancy ;
and severe or marked edema when du e
to pregnancy . The routine use of diu-
retics in an otherwise healthy pregnan twoman is contraindicated and possibly
hazardous .

2. These drugs are probably effectiv e
for treatment of toxemia of pregnancy ;
angina accompanying congestive heart
failure and/or hypertension ; and "drug
induced" edema .

3. The drugs are possibly effective fo r
treatment of edema of localized origin ;prevention of the development of tox-

4 eznla, during pregnancy ; and premen-
trual acne flare.

4. The drugs lack substantial evidence
of effectiveness for the following claimed
indications : "All" types of edema; edema
of obesity ; edema due to premenstrual
tension ; fluid retention masked by
obesity ; and prevention of edema of
pregnancy .

B . Conditions for approval and mar-
keting. The Food and Drug Administra-
tion is prepared to approve abbreviate d
new drug applications and abbreviated
supplements to previously approved ne w
drug applications under conditions de-
scribed herein .

1. Form of drug . Such preparations
are in a form suitable for oral adminis-
tration. Chlorothiazide, as the sodium
salt, is a powder suitable for reconsti-
tution and intravenous administration.

2. Labeling conditions . a. The labels
bear the statement, "Caution : Federal
law, prohibits dispensing without
prescription."

b . The drugs are labeled to comply
with all requirements of the Act and
regulations and their labeling bears ade-
quate information for safe and effective
use of the drug.

Those parts of the labeling indicated
below are substantially as follows :

DESCRIPTIO N
(Descriptive information to be included b y

the manufacturer or distributor should b e
confined to an appropriate description of the
physical and chemical properties of the dru g
and the formulation. )

ACTIO N
The mechanism of action results in an in-

terference with the renal tubular mechanis m
of electrolyte reabsorption. At maximal ther-
apeutic dosage all thiazides are approxi-
mately equal in their diuretic potency. The
mechanism whereby thiazides function i n
the control of hypertension is unknown.

INDICATIONS
__

	

___ is indicated as adjunctiv e
(Drug )

therapy in edema associated with congestiv e
heart failure, hepatic cirrhosis and cortico-
steroid and estrogen therapy .
	 has also been found useful i n

(Drug )
edema due to various forms of renal dysfunc -
tion as :

Nephrotic syndrome ;
Acute glomerulonephritis; and
Chronic renal failure .
__

	

___ is indicated in severe edema
(Drug)

when due to pregnancy . (See "Contraindi-
cations" and "Warnings" below .)

Diuretics are indicated in the management
of hypertension either as the sole therapeuti c
agent or to enhance the effect of other anti-
hypertensive drugs in the more severe forms
of hypertension and in the control of hyper-
tension of pregnancy .

The drug is also indicated in toxemia of
pregnancy (eclampsia) ; angina due to con-
gestive heart failure and/or hypertension;and "drug induced edema .

For intravenous chlorothiazide add : Useonly when patients are unable to take oralmedication.
CONTRAINDICATIONS

Anuria.
Hypersensitivity to this or other sulfona-

mide derived drugs .
The routine use of diuretics in an other-

wise healthy pregnant woman with or with -
out mild edema is contraindicated and pos-
sibly hazardous .

WARNINGS
Should be used with caution in sever e

renal disease . In patients with renal disease ,
thiazides may precipitate azotemia . Cumula-
tive effects of the drug may develop in pa-
tients with impaired renal function .

Thiazides should be used with caution i n
patients with impaired hepatic function or
progressive liver disease, since minor altera-
tions of fluid and electrolyte balance ma y
precipitate hepatic coma.

Thiazides may be additive or potentiativ e
of the action of other antihypertensive drugs .
Potentiation occurs with ganglionic or pe-
ripheral adrenergic blocking drugs.

Sensitivity reactions may occur in patient s
with a history of allergy or bronchial asthma .

The possibility of exacerbation or activa-
tion of systemic lupus erythematosus ha s
been reported .

USAGE IN PREGNANCY

Usage of thiazides in women of childbear-
ing age requires that the potential benefits
of the drug be weighed against its possible
hazards to the fetus . These hazards include
fetal or neonatal jaundice, thrombocytopenia ,
and possibly other adverse reactions which
have occurred in the adult .

NURSING MOTHERS
Thiazides cross the placental barrier an d

appear in cord blood and breast milk .
PRECAUTIONS

Periodic determination of serum electro-
lytes to detect possible electrolyte imbalanc e
should be performed at appropriate intervals .

All patients receiving thiazide therapy
should be observed for clinical signs of flui d
or electrolyte imbalance ; namely, hypona-
tremia, hypochloremic alkalosis, and hypo-
kalemia . Serum and urine electrolyte deter-
minations are particularly important whe n
the patient is vomiting excessively or receiv -
ing parenteral fluids . Medication such as dig -
italis may also influence serum electrolytes .
Warning signs, irrespective of cause, are :
Dryness of mouth, thirst, weakness, lethargy ,
drowsiness, restlessness, muscle pains o r
cramps, muscular fatigue, hypotension, oli-
guria, tachycardia, and gastrointestinal dis -
turbances such as nausea and vomiting .

Hypokalemia may develop with thiazides as
with any other potent diuretic, especiall y
with brisk diuresis, when severe cirrhosis is
present, or during concomitant use of corti-
costeroids or ACTH.

Interference with adequate oral electrolyt e
intake will also contribute to hypokalemia .
Digitalis therapy may exaggerate metabolic
effects of hypokalemia especially with refer-
ence to myocardial activity.

Any chloride deficit is generally mild and
usually does not require specific treatmen t
except under extraordinary circumstances (as
in liver disease or renal disease) . Dilutional
hyponatremia may occur in edematous pa-
tients in hot weather; appropriate therap y
is water restriction, rather than administra-
tion of salt except in rare instances whe n
the hyponatremia is life threatening . In ac-
tual salt depletion, appropriate replacemen t
is the therapy of choice.

Hyperuricemia may occur or frank gout
may be precipitated in certain patients re-
ceiving thiazide therapy.

Insulin requirements in diabetic patients
may be increased, decreased, or unchanged .
Latent diabetes mellitus may become mani-
fest during thiazide administration.

Thiazide drugs may increase the respon-
siveness to tubocurarine .

The antlhypertensive effects of the dru g
may be enhanced in the postsympathectomy
patient.

Thiazides may decrease arterial responsive-
ness to norepinephrine . This diminution is
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not sufficient to preclude effectiveness of
the pressor agent for therapeutic use .

If progressive renal impairment become s
evident, as indicated by a rising nonprotein
nitrogen or blood urea nitrogen, a careful
reappraisal of therapy is necessary with con-
sideration given to withholding or discon-
tinuing diuretic therapy.

Thiazides may decrease serum PBI levels
without signs of thyroid disturbance .

ADVERSE , REACTIONS
A . GASTROINTESTINAL

1. anorexia
2. gastric irritation
3.nause a
4. vomiting
5. cramping
6. diarrhea

SYSTEM REACTIONS

4.headache
5. xanthopsia

C . HEMATOLOGIC REACTIONS

1 . leukopenia

	

3 . thrombocytopeni a
2 . agranulocytosls

	

4 . aplastic anemia

D . DERMATOLOGIC-HYPERSENSITIVIT Y
REACTIONS

5 . necrotlzing angii-
tis (vasculitls )
(cutaneous vas -
culitis )

E. CARDIOVASCULAR REACTION
Orthostatic hypotension may occur and

may be aggravated by alcohol, barbiturate s
or narcotics.

F . OTHER

1.hyperglycemia
2. glycosuria
3. hyperuricemia
Whenever adverse reactions are mod-

erate or severe, thiazide dosage shoul d
be reduced or therapy withdrawn .

DOSAGE AND ADMINISTRATION
Therapy should be individualized accord-

ing to patient response . This therapy should
be titrated to gain maximal therapeutic re-
sponse as well as the minimal dose possibl e
to maintain that therapeutic response .

Parenteral therapy should be reserve d
for patients unable to take oral medica-
tion or in emergency situations .

The usual daily dosages for antihyper-
tensive and diuretic effect are roughly
comparable as well as the oral and
Parenteral dosages .

pertensive

Ilydroflumethi- 25 to 200 60 to 100
azide .

	

mg.

	

mg .
Bendroflumethi- 2.5 to 20 2 .5 to 20

azide .

	

mg .

	

mg.
Benzthiazide. _

	

50 to 200 50 to 200
mg.

	

mg.Polythiazid&.__ . 1 to 4 mg_- 2 to 4 mg ..
Trichlormethi-

	

1 to 4 mg. . 2 to 4 mg ..
azide .

Methychlothi-

	

2.5 to 10

	

2.5 to 10
azide .

	

mg.

	

mg.

SYSTEM REACTIONS

7. constipation
8. jaundice (intra -

hepatic choles -
tatic jaundice )

9. pancreatitis

1.purpura
2. photosensitivity
3. rash
4. urticaria

4. muscle spasm
5. weakness
6. restlessness

Under 6
months :
10 to 1 5
nlg•/lb/day .

Under 6
months :
1 to 1 .5
mg./lb/day .

NOTICE S

3 . Marketing status. Marketing o f
such drugs may be continued under the
conditions described in the notice en -
titled "Conditions for Marketing Ne w
Drugs Evaluated in Drug Efficacy Study "
published in the FEDERAL REGISTER
July 14, 1970 (35 F .R. 11273), as follows :

a. For holders of "deemed approved"
new drug applications (i .e ., an applica-
tion which became effective on the basis
of safety prior to Oct . 10, 1962), the
submission of a supplement for revise d
labeling, an abbreviated supplement for
updating information, and adequate data
to show the biologic availability of th e
drug in the formulation which is mar-
keted as described in paragraphs (a) (1 )
(i), (ii), and (iii) of the notice of July 14 ,
1970 . Clinical trials which have estab-
lished effectiveness of the drug may also
serve to establish the bioavailability o f
the drug if such trials were conducted on
the currently marketed formulation .

b. For any person who does not hol d
an approved or effective new drug appli-
cation, the submission of an abbreviate d
new drug application, to include ade-
quate data to assure the biologic avail -
ability of the drug in the formulation
which is or is intended to be marketed,
as described in paragraph (a) (3) (ii) o f
that notice .

c. For any distributor of the drug, the
use of labeling in accord with this an-
nouncement for any such drug shippe d
within the jurisdiction of the Act a s
described in paragraph (b) of that
notice .

d. For indications for which the drug
has been classified as probably effectiv e
(included in the "Indications" section
above), and possibly effective (not in-
cluded in the "Indications" section
above), continued use as described in
paragraphs (c), (d), (e), and (f) of that
notice .

C . Opportunity for a hearing . 1 . The
Commissioner of Food and Drugs pro-
poses to issue an order under the pro-
visions of section 505(e) of the Federa l
Food, Drug, and Cosmetic Act withdraw-
ing approval of all new drug applications
and all amendments and supplements
thereto providing for the indications fo r
which substantial evidence of effective-
ness is lacking as described in paragraph
A of this announcement. An order with-
drawing approval of the applications will
not issue if such applications are sup -

Diuretic Antihy- Pediatric plemented, in accord with this notice ,
to delete such indications . Any related
drug for human use, not the subject o f
an approved new drug application of-
fered for the indications for which sub-
stantial evidence of effectiveness is lack-
ing may be affected by this action .

2 . In accordance with the provisions o f
section 505 of the Act (21 U .S .C . 355) .
and the regulations promulgated there -
under (21 CFR Part 130), the Commis-
sioner will give the holders of any suc h
applications, and any interested perso n
who would be adversely affected by such
an order, an opportunity for a hearing
to show why such indications should no t
be deleted from labeling . A request for a
hearing must be filed within 30 days

B . CENTRAL NERVOUS

1. dizziness
2. vertig o
3.parasthesia s

	

Chlorothiazide._ _ 0 .6 to 2

	

0 .6 to 2

	

Gm.

	

Gm .

	

Hydrochloro

	

26 to 200

	

25 to 100
thiazide.

	

mg .

	

nig.

after the date of publication of this no-
tice in the FEDERAL REGISTER .

3. A request for a hearing may not
rest upon mere allegations or denials but
must set forth specific facts showing that
a genuine and substantial issue of fac t
requires a hearing, together with a well -
organized and full factual analysis of th eclinical and other investigational data
that the objector is prepared to prove i na hearing. Any data submitted in re-
sponse to this notice must be previously
unsubmitted and include data from ade-
quate and well-controlled clinical inves-
tigations (identified for ready review) a sdescribed in § 130 .12(a) (5) of the regu-
lations published in the FEDERAL REGIS-
TER of May 8, 1970 (35 F .R. 7250) . Care -
fully conducted and documented clinical
studies obtained under uncontrolled o r
partially controlled situations are not ac-
ceptable as a sole basis for approval o f
claims of effectiveness, but such studie s
may be considered on their merits fo r
corroborative support of efficacy and evi-
dence of safety .

4. If a hearing is requested and is jus-
tified by the response to this notice, the
issues will be defined, a hearing examiner
will be named, and he shall issue a writ-
ten notice of the time and place at whic h
the hearing will commence.

A copy of the Academy's report has
been furnished to each firm referred to
above . Communications forwarded in re-
sponse to this announcement should b e
identified with the reference number
DESI 11145, directed to the attention of
the appropriate office listed below, and
addressed to the Food and Drug Admin ,
istration, 5600 Fishers Lane, Rockville ,
Md. 20852 :
Supplements (identify with NDA number) :

Office of Scientific Evaluation (BD-100) ,
Bureau of Drugs .

Original abbreviated new drug appl ications(identify as such) : Drug Efficacy Stud y
Implementation Project Office (BD-60) ,
Bureau of Drugs .

Request for Hearing (identify with Docket
Number) : Hearing Clerk, Office of General
Counsel (GC-1), Room 6-88, Parlciawn
Building.

Requests for the Academy's report : Dries
Efficacy Study Information Control (BD-
67) , Bureau of Drugs.

All other communications regarding this an -
nouncement : Drug Efficacy Study Imple -
mentation Project Office (BD-60), Bureau
of Drugs .
Received requests for a hearing may be

seen in the office of the Hearing Cler k
(address given above) during regula r
business hours, Monday through Friday .

This notice is issued pursuant to pro -
visions of the Federal Food, Drug, an d
Cosmetic Act (secs . 502, 505, 52 Stat .
1050-53, as amended ; 21 U .S .C . 352, 355 )
and under the authority delegated to the
Commissioner of Food and Drugs (2 1
CFR 2 .120) .

Dated : June 29, 1972 .
SAM D. FINE ,

Associate Commissioner
for Compliance.

[FR Doc .72-11521 Filed 7-25-72 ;8 :4G am]
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