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In addition to the ground for the pro-
posed withdrawal of approval statrd
above, this notice of orportunity for
hearing cnicompasses all issues relating
to the legal status of the drug products
subject to it (ncluding i{dentical, 're-
lated, or similar drug products as de-
fined in § 310.6Y, ec.g., any contention
that any such product is not a new drug
because it is generally recognized as safc
and eflactive within the mexning of sec-
tion 21/p) of the act or beecause i is
exemp} from part or all of the new drug
provistons of the act pursuant to the
exemption for products marketed prior
to June 25, 1938, contained in secction
201({p) of the act, or pursuant to section
107(¢) of the Drug Amendments of 1962;
or for any other reason.

In accordance with the provisions of
section 505 of the act (21 U.S.C. 355) and
the rezulations promulgated thercunder
{21 CFRR 310, 3145, the applicant(s) and
all other persons who manufacture or
distribute a drug product which is iden-
tical, related, or similar to a drug prod-
uct named above (21 CFR 210.6), are
hereby given an opporiunity for a hear-
ing to show why appiovsal of the new drug
application(s) providing for the claim(g}
involved should not be withdrawn and
an opportunity to raise, for administra-
tive delermination, all Issues relating to
the legal status of a drug product named
sbove and =11 identical, related, or simi-
lar drug products.

If an applicant or any pcrson subject
to this notice pursuant to 21 CFR 310.6
elects to nvaill himself of the opportunity
for & hearing. he shall file (1) on or be-
fore ‘August 15, 1574, a written notice of
appearance and request for hearing, and
(2) on or before September 16, 1574, the
data, information, and analyses on

-which he relies to justi{ly a hearing. as
specified in 21 CFR 314.200. Any other

- interested person may also submit come-

- ments on this proposal to withdraw ap-
" proval. The procedures and requirements
governing this notice of opportunity for
hearing, & notice of appearance and re~

© quest for hearing, a submission of data,

information, and analyses to jusiiiy a
hearing, other comments, and s grant or
denial of hearing, are contained in 21
CFR 130.14 as published and discussed
in detail in the Froirat Rrecister of
Msarch 13, 1974 (35 FR 8750), recodified
88 21 CTR 314.200 on March 29, 1074
(3% FR 11680,

The faflure of an applicant or any
other person subject to this notice pur-
suant to 21 CFR 210.6 to file timely writ-
ten appearance and request for hearing
as required by 21 CFR 314.200 consii-
“tutes An election by such persen not to
avall “himself of the opportunity for n
hearlng concerning the ncifon proposed
with gespect Lo such drug produrt and a
waiver of any contentions concerning tho
legal siatus of such drug product. Any
such drug product labeled for the fn-
dication(s) Ilncking substantinl evidence
of cflcctiveness referred to in paragraph
A .2 of this notice may not therenfier Inw-
fyully be marketed, snd the Food and
Drug Administration will {nitinte appro=

" priate regulutory action to remove such

-
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drug products from the market. Any new
drug product markcted without an ap-
proved NDA is subject {0 ropulatory ac-
tion any time.

A request for a hearing may not rest
upon mere allegations or denifals. but
must set forth specific facts showing that
there is a genuine and substantial issuc
of fact that requires a hearing. I it
conclusively appenrs fromn the face of
the data. information, and factusl anals
yses in the request for the hearing that
there is no genuine and substantuial issue
of fact which precludes the withdrawal
of approval of the application. or when
a request for hearing is not made jn the
required format or with the required
analyses, the Commissioner will enter
summary judgment against the person(s)
who requests the hearing, mzking find-
ings and conclusions, denying &8 heanng.

All submissions pursuant to this notice
of opportunity for hearing shal be filed
in guintuplicate. Such submissicns, ex-
cept for data and information prohibited
from public disclosure pursuant to 21
U.S.C. 331(j) or 18 US.C. 18053, may be
scen in the oflice of the Hearing Clerk
(address given below) during regular
business hours, Monday through Friday.

Communications forwarded in re-

sponse to this announcement should be’

identified with the refcrence number
DESI 6566, directed (o the attention of
the appropriate oflice listed below, and
addressed to the Food and Drug Adminis-
trast!on. 5000 Fishiors Lane, Rockvule, \:D
20852:

Supplements ({denty with NDA number}:
Chece of Scicntlific Evaluatjon (HFD-100j,
Burcau of Drugs.

Original abbreviated new drup applications
{identifvy as such): Generte Drug Stal
{KEI'D-107}, Office of Scientifie Evalustion,
Bureau of Drugs.

Submissions pursuant to ths notice of op-
portunity for hearing (identify with docket

~ number): Hearing Clerk, Food and Drag
Admipisiration (HFC-20), Room 686,
Parklawn Building.

Regquesis for the Academy’s report: Drug
Emicacy Information Activity (H¥D-8},
Bureau of Drugs.

All other communications regarding this
announcement: Drug Eifcaey Study Ime-
plementation Project Nanager (HI'D-101),
Bureau of Drugs.

This notice §s iasued pursuant {o pro-
visions of the Fecderal Food, Drug, and
Cosmetic Act (sees., 505, 52 Stat. 1052-53,
as amcnded; 21 US.C. 382, 355) snd
under authoritly delegated to the Director
of ithe Burcau of Drugs (21 CFR 2.121),

Dated: June 8, 1974

Cant, M: LUVENTHAL,
Acting Dircctor,
Bureau of Druus,

{FR Doc.74-16183 Filed 7-15-74;0:45 am}

IDEST #023; Docket Mo. FDC-D-701; KDA
. 10-573, ete.}
DISODIUM EDETATE INJECTION

Foliowup Notice and Motice of Opportunlly
for Hearing

In a notice (DESI 8922) published In
the Feorenal Recisten of January 13, 1870
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(35 FR 437), the Commissioner ¢f Food
and Drusgs announced lis ¢znilusions
pursuant to the evaluation of resoris ra.
ceived from the National Acsi:my of
Scicnces-National  Research  Councdl,
Drug Elficacy Study Group, oa t2e fol-
lowing drugs:

1. NDA 10-573; Sodium YVersenate
Concentrated Solulion f{or prepanmng in.
travenous infusicn only, rcontsining i
Gm. of disodnun cdetaile per 5 mi; Riker
Leboratories, s16301 NoruhoZ  Strect,
Northridge, Calil. 91324,

IWDA 11-355; Endrate Disadium,
Sterile Solution containing 132 ms3. di-
sodium edctaic per mil.; Abboit Labors-
teries, 14th and Sheridan Rozd, Norwh
Chicago, 1L 0081,

Disodium Edetate Injecltion was re-
rarded as cfiective and less-than-edec-
tive (probably eflfective and possibly
effectivey for the labelad indications. No -
new data have been received pussuant to
the announcement, thercfore ine less-
than-¢{fective claims are reclassile
lucking substantial evidence ¢f eTectives
pess. Abbott Laboratories hos suppie-
riented their new diug appheniion to
dclete the less-than-cJective ¢iaims {rom
their labeling.

Accordingly the previous notice is re-
vised to read as follows, insafar as it
pertains to the drug Disodium Edetate

tection
KA. Efectivencss clessification. The
ood and Drug Administration bas con-
sidered the Academy’s reports, 25 well as
other available evidence, and concludes
that:

1. Disodium edetate hnect cn is eflce~
tive In sciccted patients, for the emer-
geney treatment of hyperealeemia and
for the control of ventricular arrhyth-
mias associated with digitalis toxicity.

2. Disodium cdetate injoctisn lacks
substantial evidence of eficctiveness for
all its other labeled indications.

B. Conditions jor approval end mars
keling, The Food and Drug Adrinistras
{fon is prepared to approve atirsviated
new drug applications and atbreviated
supplements to previowsly approved new
drug applications under condilions de-
scribed hereln.

1. Form of drug. Disodium edetaie
preparations are in injectabie Zorm suit-
able for intravenous administraiion.

2, Lebeling conditions. a. The label
bears the statement, “Caution: Federal
law prohibits dispensing without pre-
scription.” .

b. The drug is Iabeled to comply with
all requirements of the Act and rega-
tions, and the labeling bonrs andeguate
information for safe and cffective use of
the drug. The Indications are:

In selecled patients, for the cv:crccncy
treatment of hivpercaleemia and for the
conirol of ventricular arrhythoias as-
sociated with digitalls toxieity.

3. Markeling stafus, Markeling of
such drigs may be continucd under the
conditiuns described in the notice cn-
titled Conditions for NMarkcling New
Drugs Evaluated in Drug Eficecy Study,

-
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published in the Feserat Rrcister July
14, 1970 (35 FR 11273}, as foliows:

a. For holders of “deemed approved”
new drug applications (L.e, an applica-
tion which became effective on the basis
of safety prior to October 10, 1962y, the
submission of a supplement for revised
labeling and an abbreviated supplement
{for updating information as described In
paragraphs (a)(1} (1) and (i) of the
potice gf July 14, 15870,

b, Par any person who does not hold
approved or cffective new drug appliea-
tion, the submission of an abbrevinted
new dryg application as described in pare
agraph€a) (3) (1) of that notice,

C. Notice of opportunity for hcaring.
On the basis of all the data and informa-
tion available to him, the Director of the
Bureau of Drugs Is unaware of any ade-
quate and well-controlicd clinical inves«
tigation, conducted by experis qualilied
by scientific training and experience,
meeting the requirements of section 505
of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355) and 21 CFR 311.111
(a) (5), demonstrating the effectiveness
of the drug(s) {for the Indication(s) Inck-
ing substantial evidence of effectiverncss
referred to in parazraph A.2 of this
notice.

Notice is given to the holder(s) of the
new drug application(s), and to all other
interested persons, that the Director of
the Bureau of Drugs proposes to issue
an order under section 505¢e) of the Fed-
eral Food, Drug. and Cosmetic Act (21
U.S.C. 355(e) ), withdrawing epproval of
the new drug application(s) (or, if indi-
eated above, those parts of the aprlica.
tion(s) providing for the drug product(s)
listed above) and nll cmendments and
supplemnents thereto providing for the
indication{s) lacking subsiantial evi-
dence of effectiveness referred to in par-
agraph A.2 of this notice on the ground
that new Information before him with
respect to the drug product(s), evajuated
together with the cvidence available to
him at the time of approval of the appil-
cation(s), shows there is a lack of sub-
stantial evidence that the drug prod-
net(s) will have all the efects it purports
or is represented to have under the con-
ditions of use prescribed, recommended,
or suggested in the labeling. An order
withdrawing approval will not issue with
respect to any application(s) supple-
mented, in accord with this notice, to
delete the claim(s) lacking substantial
evidence of effectiveness,

In addition to the ground for the pro-
posed withdrawal of approval stated

above, this notice of opportunily for

hearing encompasscs all issuss relating Lo
the legal status of the drug products sub-
ject to it (including identical, related, or
similar drug products as defincd In
£ 310.8), c.g., oy contention that any
such product is not o new drug because
i s penerally recognized as safe aod
cffcctive within the nmicaning of section
201(p} of the act or becnuse it s ox-
empt from part or all of the new drug
provisions of the net pursuant to the ex-
emptilon for products mnarketcd prior to
June 25, 1038, contnained in scction 201
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{(p) of the act, or pursuant fo seclion 107
{¢) of the Drug Amendments of 1962;
or for any other reasoin

In accordance with the provisions of
section 505 of the act (21 U.S.C. 355) and
the regulations promulgated thereunder
(21 CFR 310, 314), the applicantf{s) and
oll other persons who manufacture or
distribute a drug produet which is identi-
cal, related, or similar o a drug product
named above (21 CFRR 310.6), are hereby
given an opportunity for a hearing to
snow why approval of the new drug ape
plication(s) providing for the claim(s)
involved should not be withdrawxn and
an opportunity to raise, for administra-

tive determination, sl Issues relatding to

the legal status of 8 drug product named
above and 2all identical, relaled, or
simlar drug products. .

If an applicant or any person subject
to this notice pursuant to 21 CFR 310.6
clects Lo avail himself of the opportunity
for a hearing, he shall file (1) on or
belore August 15, 1874, a8 writicn notice
of appearance and request for hearing,
and (2) on or belore September 16, 1974,
the data, information. and analyses on
which he relies to justify a hearing. as
specified in 21 CFR 314.200. Any other
interested person may also submit com-
ments on this proposal o withdraw ap-
proval. The procedures and requirements
governing this notice of opportunity for
learing, a notice of appearance and re-~
quest for hearing, a submission of dala,
information, and anzlyses to justify a
hearing, other comments, and a grant
or denial of hearing, are contained in 21
CFR 130.14 25 published and discussed in
detail in the Frorrar Rroisten of
March 13. 1974 (39 FR 97500, recodifled
as 21 CFR 314.200 on Aarch 29, 1974
(39 FR 11C80).

The {ailure of an applicant or any
other person subject to this notice pursu-
ant to 21 CFR 310.6 to file timely wril-
ten sppearance and regquest for hearing
as required by 21 CFR 314.200 constitutes
an clection Ly such person not to avh
himself of the opportunity for a hearing
concerning the action proposed with re-
spect to such drug product and a waiver
of any contentlons concerning the legal
status of such drug product. Any such
drug product labeled for the indica-
tion(s) Iacking subsiantial evidence of
effectiveness referrcs o in paragraph
A2 of this notice :mny not thereafter
lawfully be markeicd, and the Food and
Drug Administration will initiate ap-
propriate regulatory action toe romove
such druy products from the market.
Any new drug product marketed without
an approved NDA is subject to regula-
tory acllon any time.

A request for o hearing may not yest
upon mere allegations or denials, but
must &ct forth specific facts showing
that there is a genuine and subsizntind
issue of fact that requises a hearing. 3
it conclusively pppears fram the face of
the data, information, and {actua) anai-
vses in the request for the hearing that
there is 1o penuine and substantial fssue
of fact which precludes the withdrawal
of approval of the application, or vhen

-
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a resuest for hearing Is not made in the
reuired format or with the required
analyses. the Commissioner will enter
summary judgment against the per-
son(s) who requests the hearing, making
findings and conclusions, denying «
hearing.

Ajl submissions pursuant to this notice
of opportunity for hearing shall te fijed
in quintuplicate. Such submissions, ex-
cept for data and informatisn pro.
hibited from public disclosure pursyant
to 21 USC. 331¢j) or 18 USC. 1605,
may be scen In the office of the Hearing
Clerk (address given below) during requ-
lar business bours, Monday through
Friday. .

Communications forwarded {n re-
sponse to this announcement should be
identified with the reference number
DLSI 8922, direcied to the attention of
the appropriate olice listed below, and
addressed to the Food and Druxy Admin-

trution, 5600 Fishers Lane, Rockvilie,

MD 20832:

Suppiements (ldentify with NDA number):
Qfice of Scientific Evaluation (HFD-100},
Burrau of Drugs.

Originel abbreviated new drug applications
{identify a8 such): Generic Drmup Sialf
(HFD-107), OMce of Scicatiflec Evaluation,
Buresu of Drugs.

Subizissions pursuant o the notice of ope
portunity for hearing (identily with doghiet
number): Heartng Clerk, Food and Drugy
Adminlstration (1HFC-20), Room 86,
Parklawn Duliding.

Reguests for the Acndemy’s report: Drug
EMcacy Information Activity (HFD-8),
Burcan of Drugs.

All other comumunications regarding this ane
nouncewent: Drug Eficscy Siudy Imple-
mentation Project Manager (IIFD-101},

- Bureau of Drugs. -

This notice Is {ssued pursuant to pro-
visions of the Federal Food, Drug, and
Cosmetic Act (sces. 302, 505, 52 Silat.
1050-53, ns amended; 21 U.S.C. 352, 353)
and under the authority delegated to the
IZDir’)elctor. -Bureau of Drugs (21 CrRR

.121),

Dated: July 5, 1974,

. J. Ricxars Crovr,
Director, Burcayu of Drugs.

[FR Do¢.74-16183 Filed T-15-74;8:45 am}

Olfice of the Secrctary

MATIORAL PROFESSIONAL STANDARDS
REVIEW COUNCIL

Notice of Meeting

The rdnth mesting of the National Pro-
fessional Standmids Review  Council,
wiich was cstablished to advise the Sez-
retary of Jealth, ¥ducation, and Wellare
on the administration of Professionul
Standards Review (Title X1, Part 133,
Socinl Sccurily Act), will be held Mea-
day, July 22, 1974, 1 pm, to § pan, and
Tuesday, July 23,1874, fam. to 1 pm.,in
Room 5051, HEW Norih Building, 320
Independenee Avenue SW,, Washinaton,
D.C. Professional standards review is the
procedure to assure that the services for
which payment may be made under ths
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