nteed resolving power of this stage
'8 angstroms. (The lower the numeri-
rating in terms of angstrom units, the
er the resolving power.) We are ad-
by the Department of Health, Edu-
lo11, ‘Welfare in its memorandum
%mber 17, 1971, that the guar-
lving power of the tilt stage
foreign artiele is pertinent to the
s research studies. We, there-
that the Model EMU-4C elec-
oscope is not of equivalent sci-
e to the foreign article for
ses as this article is intended

partment of Commerce knows
er instrument or apparatus of
scientific value to the foreign
r the purposes for which such
¢ 18 intended to be used, which is
meanufactured in the United States.
SeEre M. BODNER,
Director,

L . Office of Import Programs.
(IR Doc.72-4678 Filed 8-27-72;8:51 am]

+ // DEPARTMENT OF HEALTH,
. EDUCATION, AND WELFARE
' °  Food and Drug Administration
LER ‘:-ﬂ‘#ko. 444/ NDA No, 12-858]
" ARMOUR PHARMACEUTICAL CO.
e pxyphenamate; Notice of With-
va ?f Approval- of New-Drug
pplication
3 the Feperal RecisTer of June 25,
70 (35 F.R. 10394), the Commissioner
PFood and Drugs announced (DESI
his conclusions pursuant to evalu-

fon of & report received from the Na-
il  Academy of Sclences-National

arch Council, Drug Efficacy Study
‘Group, concerning the following drug:
g NDA 12-658; Listica Tablets, contain-
. ing hydroxyphenamate; Armour Phar-
WE oy : tical Co., Box 511, Kankakee, IIl.

i . 'The announcement stated that the
o w . was regarded as either lacking
bstantial evidence of effectiveness or
possibly effective for the various labeled
mdieations. Six months from the date
of that publication were allowed for the
1 of the application and any person
such drug without approval
bain and submit data providing sub-
&l evidence of effectiveness of the
for the possibly effective indica-
ns, No such data have been received
ind the holder of said new-drug appli-
lon has requested withdrawal of ap-
of its new-drug application and
y has waived opportunity for a
1g, stating that marketing of the
g was discontinued in 1971,
The Commissioner of Food and Drugs,
#ant to the provisions of the Federal
, Drug; and Cosmetic Act (sec,
(e), E Stat. 1053, as amended; 21
(e)), and under authority
| to him (21 CFR 2.120), finds

il FEDERAL

NOTICES '

that on the basis of new information be-
fore him with respect to sald drug, evalu-
ated together with the evidence
available to him when the application
was approved, there i1s a lack of sub-
stantial evidence that the drug will have
the effect it purports or is represented
to have under the conditions of use pre-
scribed, recommended, or suggested in
the labeling thereof.

Therefore, pursuant to the foregoing
finding, approval of new-drug applica-
tion No. 12-658, and all amendments and
supplements thereto, is withdrawn ef-
fective on the date of publication hereof
in the PEpERAL REGISTER (3-28-T2).

Dated: March 16, 1972.

Sam D. FINE,
Associate Commissioner
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received pursuant to the notices of Au-
gust 30, 1969, and November 28, 1970:
For use in the prophylaxis of rheumatic
fever as an alternative to penieillin.

3. Reclassifying the possibly effective
indications as lacking substantial evi-
dence of effectiveness in that no new
evidence of effectiveness has been re-
celved pursuant to the notices of Au-
gust 30, 1969, and November 28, 1970, i.e.;
the treatment of pneumococcal infec-
tions: gas gangrene; lymphogranuloma
venereum; shigellosis; for suppressive
therapy in patients with indwelling cath-
eters, ureterostomies, urinary stasis, cord
bladder, and before and after genitouri-
nary surgery and instrumentation; and
in “acute or chronic otitis media.” Sul-
fachlorpyridazine, sulfaethidole, sulfa-
methizole, and sulfamethoxazole are, for
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[FR Doo.72-4680 Filed 3-27-72;8:53 am] /-substantial evidence of effectiveness in

for Comp!iaf)me same reason, reclassifled as lacking

[DEST 40644]

//CERTA_IN SHORT-ACTING AND IN-

TERMEDIATE-ACTING SYSTEMIC
SULFONAMIDES

Drugs for Human Use; Drug Efficacy
Study Implementation

The Food and Drug Administration
published announcements in the FEDERAL
Recister June 17, 1969 (34 F.R. 9464),
August 30, 1969 (34 FR. 13948), and
November 28, 1970 (35 F.R. 18215), re-
garding the efficacy of certain short-act-
ing and intermediate-acting systemic
sulfonamides.

The notices stated that certain prep-
arations containing sulfachlorpyrida-
zine; sulfadiazine; sulfaethidole; sul-
famerazine; sulfamethizole; sulfameth-
oxazole; sulfisomidine; sulfisoxazole; or
sulfadiazine and sulfamerazine with or
without sulfamethazine were regarded
as effective, probably effective, possibly
effective, and/or lacking substantial evi-
dence of effectiveness for their various
labeled indications.

Based on a further reevaluation of the
reports received from the National Acad-
emy of Seclences-National Research
Council, Drug Efficacy Study Group, and
other available evidence, the Commis-
sioner of Food and Drugs finds it appro-
priate to amend the announcement of
November 28, 1970 (35 F.R. 18215) by:

1. Reclassifying sulflsoxazole, sulfa-
methoxazole, sulfisomidine, sulfachlor-
pyridazine, sulfaethidole, sulfamethizole,
and combinations of sulfadiazine, sulfa-
merazine, and sulfamethazine from
probably effective to effective in the
treatment of recurrent or chronic uri-
nary tract infections (primarily pyelo-
nephritis, pyelitis, and cystitis) due to
susceptible organisms (usually E. coli,
Klebsiella - Aerobacter, staphylocoecus,
Proteus mirabilis, and less frequently,
Proteus vulgaris) in the absence of ob-
structive uropathy or foreign bodies,

2. Reclassifying the following prob-
ably effective indication for sulfonamides
other than sulfadiazine as lacking sub-
stantial evidence of effectiveness in that
no new evidence of effectiveness has been
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the treatment of meningococcal menin-
gitis and as adjunctive therapy in Hae-
mophilus influenzae meningitis,

4, Adding information under the “Ad-
verse Reactions” section relating to the
goitrogenic effects of sulfonamides dur-
ing long-term administration in the rat.

5. Rewording the “Indications” and
“Adverse Reactions” sections to reflect
the above findings, as follows:

INDICATIONS

Chancroid.

Trachoma.

Inclusion conjunctivitis.

Nocardlosis.

Acute urinary tract infections (primarily
pyelonephritis, pyelitis, and cystitis) due to
susceptible or (usually E. coli,
Klebsiella-Aerobacter, staphylococcus, Pro-
teus mirabilis, and less frequently, Profeus
vulgaris) in the absence of obstructive uro-
pathy or forelgn bodles.

Toxoplasmosis as adjunctive therapy with
pyrimethamine.

Malaria due to chloroqulne-resistant
strains of Plasmodium falcipartum, when used
as adjunctive therapy.

Meningocoecal meningitls prophylaxis
when sulfonamide-sensitive group A strains
are known to prevall in family groups or
larger closed populations. (The prophylactic
usefulness of sulfonamides when group B or
C infectlons are prevalent 18 not proven and
in closed population groups may be harmful.)

In acute otitis media due to Haemophilus
influenzae when used concomitantly with
adequate doses of penieillin,

Add for: Sulfisozazole, sulfamethozazole,
sulfisomidine, sulfachlorpyridazine, sulfa-
ethidole, sulfamethizole, and combinations of
sulfadiazine, sulfamerazine, and sulfa-
methazine only—The treatment of recurrent
or chronie urinary tract infections (primar-
ily pyelonephritis, pyelitis and cystitis) due
to susceptible organisms (usually, E. coli,
Klebsiella-Aerobacter, staphylococcus, Pro-
teus mirabilis, and less frequently, Proteus
vulgaris) in the absence of obstructive urop-
athy or foreign bodies.

Add for: Sulfadiazine only—

Prophylaxis against recurrences of rheu-
matic fever as an alternative to penicillin.

Add for: Sulfadiazine, sulfamerazine, sulfi-
somidine, sulfi le, and combinations of
sulfadiazine and sulfamerazine with or with-
out sulfamethazine only—

Haemophilus infiuenzae meningitis (as
adjunctive therapy with parenteral strep-
tomyein), and

Meningococcal meningitls (where the
organism has been demonstrated to be
susceptible).

28, 1972
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