51368

tbnt th-"rc is a genuine and substantial

Eefpo ~‘-—9 —-...-._,. BN \-,\-.— Aol v:

ANQLTEES HY Lne request ror tne ne Aty
that tnere is no genuine and substan.
tial izsue of fz2ct whichh preciudes the
withdrawal of approval of the applica-
tion, or when a request for hearing is
not made in the required format or
with the required analyses, the Com-
miszicner wiil enter summary judz-
ment against the person(s) who re-

sests the hearing, making findings
and coaclusions, denying a hearing.
submissions pursuant to this
notice of opportunity for hearing shall
be [iled in guintuplicate Such submis-
sions, except for data and information
pronibited {rom public disclosure pur-
suant to 21 US.C. 331{j) or 18 U.S.C.
1623, may be seen in the office of the
He._.ri‘n» Clerk between 9 a.m. and 4

, Moncay through Friday.
rma netice is issued under the Fed-

All

eral Foecd, Drug, and Cosmetic Act
(zecs. 502, 505, 52 Stat. 1050-1053, as
amended (21 U.S.C. 352, 355)) and

under the authority delegated to the
Director of the Bureau of Drugs (21
CIrR 5.82).

Dated: November 11, 19717, A
J. Ricaarp CRovUT,
Director, Bureau of Drugs.

tFR Doc. 77-34370 Filed 12-1-77; 8:45 am!

S

[4116-63]
(Docket No. T7TD-0351]

-

GUICELINES FOR LEUKCQCYTE TYPING SERUM

Notice of Availebifity

document an-
Yo avallgbility of guidelines
for the prodyctiop, testing, and iot re-
lease of Leukogyte Typing Sera for
hlstocompau;\p tv testing. The guide-
lines supersedh those guidelines pro-
vided on Dece\mber 14, 1973 in a
memorandurd from the Director,
Buresa of mologf;:ito manufacturers

of Le::kocy;"e Typing Sera.
EFI«'E-:CTI&'E DA

1937, .

AD"-R:SS Wntten\?mments (pr=f-
erziiv N gquadruplicaty and identified
with the Hearing Clerk%dacket number
found/in brackels m tbe heading of
tlis Goacument) and "eqvl- its for copies
of tie guldelines may taddressed Lo
t‘u»-;ii«'aru.g Clerk (iipFC- ‘.)) Food and

.. December 2,

e

Drj: Administration. Ruod ).) 5500
FuAivrs Lane, Rockvilie, MY 20

FOR IFURTHER INFO IMATION
SONTACT: ‘

Jor K. lolloway or Al Rothschild,
Bureau of Eiologics (111°"B-620), Food

NOTICES

and Drug Administration./Dt',,m‘t-
ment of TTenith Fucntinn fand Well

SUPPLEMENTARY INF#IHMATION!
Notice is hirehy given tfat puideiines
for the procycetion, testjog, and lot re-

e

lease of Leuyercyte TYping Sera for
histocompatibVity toSting are on -

public dispiay %nd are available upcn
request at thv\ffwj- of the iiearing
Clerk, Food and rgz Administration.

Leukocyte Typiyg Sera consist of
preparations of sgra derived {rom
blood obizireds eptically (f{rom
humans or aniinals\ and coutain an
antibody or ani:bodies for identilica-
tion of leukoy¢te- antfgens. The prod-
uct is especialiy useful\for identifying
suitable donors for orgwn transplants
and for use iu platelet trynsfusions.

On Deceniber 14, 1973\ the Bureau
of Biolcgics/issued guidelines te manu-
facturers from the producf\c.m. testing,
and lot rcdease of Leukoc: te Typing
Sera. Orxf November 1l, %876, the
Bureau held an open Hxs‘or_*?r 1patibi-
lity Testfng Workshop, as ariacunced
in the FEpERAL REGISTER of ‘O tober
18, 1976;{41 FR 45038), to reassess the
1973 gvidelines. Approximatol:k 60 at
tendanys, consisting of scientis s and
industry and government repreasenta-
tives, attended the workshop.jAs a
result of data and informatioi pre-
sented at the workshop, updatecg guid-
lines have been prepared to rdplace
the 19"3 guidelines.

the guxde’/(es are avalil-

Compliance.
[FR Doc. 77-34371 Filed 12-1-77; 8:45 am]l

[1505-01]
Food and Drug Administration
{Docket No. TTN-0165]

NYLMERATE JELLY

Final Order on Objections ond Requests for
Hsaaring Regordina Withdrawal of Argsrovel
eof Hew Drug Appicction

e

Correction

In FR Doc. 7T7-27968, appearing at
page 42521 in the issue for Tusasday,
September 27, 1977, make the follow-
ing corrections:

(1) On paec 49522, second coiumn.
under the heading “III Data Suomit-
ted * % 7, in paragraph a, in the first
line, after the phrase “Phienyl Mer-
cury Nitrate—" insert the word "Its”

(2) On page 49523, first
paragraph ¢, in the

culumn,
13th line,

“""14 11(

ror B

should be changed to

11 e 'v”,.,n.

“

! ahULxlu be meg"" tore M lz})". B
[4110-03}

{Docketl Ne. T7N-0343; DESI 55541

POYIDONE INJECTICN AND GELATIN
INJECTION

Opporctunity for Heoring on Proposal to
Withdraw Approval of Ivew Brug Applications

AGENCY: Food and Drug Administra-
tion (FDA).

ACTION: Notice.

SUMMARY: This notice proposes to
withdraw approval of the new drug ap-
plications for povidone injection and
gelatin injection of the basis that the
drugs are not shown to be safe for use
as plasma expanders in the emergency
treatment of shock. The products are
not being marketed.

DATES: Hearing requests due on or
before January 3, 1978.

ADDRESSES: Communications for-
warded in rezponse to t"l!: norice
should be identified with the referenc
number DESI 5534. cirzcted to the at-
tention of the apprepriate office
named below, and addressed to the
Food and Drug Administration. 58C0
Fishers Lane, Rockville, Md. 20857,

Reguest for Hearing (identifr with
Docket number appearing in the h—?.d-
ing of this notice): Hearing Cle
Feood and Drug Administration (HFC—

. 20), Rm. 4-65.

Requesté {for opinion of the applica-
bility of this notize to a specific prod-
uct: Division of Drug Labeling Compli-
ance (H¥D-31(), Bureau of Drugs.

Othcer communications regarding
this netice: Drug Efficacy Implemen-
‘tation Project Manager (HFD-501),
Bureau of Drugs.
FOR ¥FURTHER
CONTACT: :

Ror:ald L. Wilson, Bureau of Drugs

((¥D-32), Fcod and Drug Adminis-

tration, Depariment of Health, Edu-

caticn., and Wellare, 5800 Fishers

Lane, Rockville, Md. 20337, 301-442-

INFORMATION

SUPPLEMENTARY INFORMATION:
- In a notice pudlished in the Fepzral
Recsrra of August 19, 1971 (36 F7
15125), the Food and Lirug Adminis-
tration announcsd 1w conclusion that
th:e products descrited beisw are elfee-
tive s plasma voluine expanders in
the cracrreney treat ment of shook,
NOA 9-364; Fuiyviinvipyvrrolhidone in
Norn.ad Saime conizining 3.5 percent
providone in sodium chloride Injce
tion:  AMeGas Laboraiories, 1013
Grandview Ave., Glendale, CA 91201,
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NDA 5-354; Knox Spezial Gelatine
Solunon Intravenous-6 percent con-
taining 6 percent in sodium chloride
injeetion: nox  Gelatine, Trne. 13
nox Ave., Johnstown, N.Y. 12095,

The Director cf tise Surcau of Drugs
NOW proposes to withdiaw anonroval of
the new drug applicarions for ithese
drugs on itae ground that new evi-
dence, not contained in the applica-
tions or not available to the Food and
Drug Administration until after the
applications were approved, evaluated
together with the evidence available
when the applications were agproved,
shows that the drug products are not
shawn to be safe 1or use under the
conditions for use upon the basis of
which the applications were approved.
Specifically, the Director refers to the
following adverse effects which give
an unfavorable benefit-to-risk ratio to
these drugs and the fact that equally
effective alternative drug oproducts
having less potential for risk are read-
ily available.

Povipoxe INJECTION

A. Accumulates in the body and may
cause storage disease with the forma-
tion of granulomas resembiing sarcoid

* and metastatic tumors.

B. Interferes with blood ceagulation,
hemostasis, klood typing. and cross
matching and may cause livar damage.

C. Interferes with the determination
of protein and sugar in the urine.

GELATIN INJECTION

A. Lacks major requirements of a
asma expander, e.g., an osmetic pres-
ire comparable to that of plasma, a
viscosity suitavle for infusion over a
reascnable temperature range, a lack
of antizenicity, and a lzck of interfer-

ence with bicod typing and" cross,

matching. (The drug has not been
used clinizallv in this country for
many years.)

B. Increzses blood viscosity, which
may cause blcod siudging and thus
induce intravascular coaguiztion.

C. Reduces platelet adhesiveness and
prolongs bleeding time. which may
czuse hemorrhages.
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Conies of these references are availalie
for public examiration in ihe oifice of the
Heoring Clerk, and moy be seen during
working hours Monday through Friday.

Therefore, notice is given to the
holder(s) of the new drusz
application(s) and to all other interest-
ed porsons thm. the D'rr‘cfar of the

Troes o Af e~

AR As s Py T s e

erpd Food, Drup, and Coomse
U.S.C. 3idven, withdrs
of the nvw dirug appiicaticatsy and aii
amendnicnts and supplemients thereto
on the Qround that new information
before him withh respect to thie drug
product{s), cvaluated tocether with
the evidence available to u
time of approval of tne upn
shows that such drugs are not shown
to be safe for use under the conditions
of use 02 the basis of whicn the apoli-
cations were approved.

In addition to the hoideris) of the
new drugz applicationisy specitically
named above, this notice 01 orportuni-
ty for hearing applies alt parsons
who manulacture or cx;u.ux'-- a drug
product which is identical, related. or
similar to a drug produst named
above, as defined in 21 CFR 310.6. It is
the responsibility of every drug manu-
facturer or distributor to review this
notice of oproriunity for hearing to
determine whether it covers any druz
product he manufaciurers or distrib-
utes. Any person may request an om_u
ion of the g.pr)hcnom'v of thiz notice
to a specific drug preoduct hie manufac-
turers cr distributes thai may be iden-
tical, elated, or similar to a druz prod-
uct named in this no writing o
the Division of Drug Labeling Compli-
ance (address given above), .

In adchtwn to the gound(s) for the
propos“d

tic Act (21
approead

"3("

tv for hmunv enromsmses
relating to the legal status of the drig
products subject to it (inciuding xden-
tical, related, or similar drug products
as defined in 21 CFR 3i0.6) e.g.. any
contention that any such nproduct is
not a new drug because it is generallv
recognizad as safe and effsciive witnin
the meaning of section 20/ p) of the
act or because it is exempt irom vart
or all of the new drug provisions of
the act pursuant to the exempticn
irom products marketed prior to June
25, 1628, contained in sention 205{p) of
the act, or pursuant to sectiocn 07(¢)
of the Drug Amendments of 1352, or
for any othier reasen.

In accordance with the provisinns of
section 503 of the act (21 U.S.C. 353)
and the regulations promulzated
thereunder (21 CFR Parts 310, 2143,
the applicant(s) and all other perzons
subject te this netice psirzuanc o 21
CFR 310.5 are hereby ﬂ-,cn an orpor-
tunity for a hearing to show why ap-
proval of tiie2 new druz Heatinnds:
should not be withdrawn r..nd an op-
portunity to raice, for ad
determination, all iszuns
the legal stat q
named above
ed, or simiiar Jma promu‘fm

If an applicant or any aoihwer person
subject Lo this notice purcuant 21 CFF
310.6 elzets to avail himzoolf of the o,

vertcire far o b

R T TS S S
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61314

ttom anticra af anpenrenes and eeo

to inutify n hcarmu. a.s spccxfled 1n "1
CI'R 314.290. Any other interested
person may alzo submit commeénts on
this notice. The procedures and re-
quirements governing this notice of
oprervinity for hearing, a notice of
appearance and request for hearing, a
submission ¢f data, information, and
analyzcs to justi{y a hearing, other
comments, and a grani or denial of
lheari are contained in 21 CFR

Lh” fax.ure of an appiicant or any
other person subject to this notice
purstant to 21 CFR 310.6 to fiie
timely writien appearance and request
for hearing as required by 21 CFR
314.200 constitutes an election by such
o not to avail himself of the op-
ity for a2 hearing concerning the
proposed with resepct to such

achicn
drug producs end a waiver of any con-
tentions concerning the legal status of
~any such ¢rug product. Any such drug

product may not thereafier lawfully
te marketed, and the Pcod and Drug
Adminisiration will initiate appropri-
ate regulatery action to remove such
druz producls from the market. Any
new criug precduct marketed without

n aprreved NDA is subject to ragula-

ory acticn 2t any time,

4 reguesi for a hearing may not rest

n mere allegations or denials, but

st set [orth specific facts showing
..:at there i3 a genuine and substantial
issue of Jact that requires a hearing. If
it cenclusively appears from the face
ef the data, information, and factual
analyses in the request for the hearing
that there is no genuine and substan-
tial iszue ¢f fact which precludes the
withdrawal of apprcval of the applica-
ticn, or when 2 request for hearing is
not made in the required format or
with the reguired analvses, the Com-
missicner wiil enter summary judg-
ment against the person(s} who re-
quests the hearing, making findings
and cenclucions, denying a hearing.

All submissions pursuant to this
notice shall be filed in quintuplicate.
Subinissions pursuant to this notice,
excert for duta and information pro-
hibited from public disciosure pursu-
ant te 21 U.8.C 331()) or 18 U.S.C.

1503, b enn in the office of the
H'*an‘ ; <ierk cetween the hours of 9
am. and 4 p.m. Monday through
Frica-,

This notice s issued under the Fed-
eral Focd. Drug, and Cosmetic Act
(sec. 55, 5% Stat. 1052-1053, as amen:d-
ed (2! U.E.C. 3550, and vnder authoer-
ity deivpated to the Director of the
Burern o Druues (21 CFR 5.82).

| Duated: rovember 18, 1977,

J. Rrcuare Crour,
Director, Bureaw of Drugs.

‘ IFR Doc. 77-34267 Filed 12-1-77; 8:45 am}
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£ ania

Drugs for Human Use; Drug Efficocy Siudy
implementuiion; Announcement

AGENCY: Pood aiid Drug Administra-
tion.

ACTION: Notice.

SUMMARY: This notice announces
the conclusions of an efficacy review
ard sets ferth the condiiions for mar-
keting propyliodone oily and aqueous
suspensions for the indication for
which they are regarded as effective.
The drug products are effective for
use as diagnostic agents for radiozra-
phic visualization of the lungs.

DATE: Supplements to approved
NDAs due on or before January 31,
878.

ADDRESS‘ Communications forward-
ed in response to this notice sheuid be
identified with the reference number
DESI 9309. directed to the atiention
of the approrriate office named below,
and addressed to the Foed and Drug

Administration, 569¢ Fishers Lane,
Reockville, Md. 20857,

Supplements {identify with NDA
number): Division of Oncoiogy and

Radiopharmaceutical Drug Preducts
(HFD-150), Room 17B-34.,

Original abbreviated new drug appli-
cations and supplemsents thereto (iden-
tify. as such): Division of Generic Drug
Monographs (HFD-530), Bureau of
Drugs.

Requests for opinion of the applica-
bility of this notice to a specific prod-
uct: Division of Dirug Labeling Compli-
ance (HFD-210), Bureau of Drugs.

Other conireunications regarding
this notice: Drug Efficacy Study Im-
piementation Project Manager (HFD-
501), Bureau of Drugs.

FOR FURTHER INFORMATION
CONTACT: -

Herbert Gerstenzang, Bureau of

. Drugs (HFD-32), Food and Drug Ad-
ministration, Department of Health,
Eduecation, and Welfare, 5800 Fish-
ers Lane, Rockville, Md. 20857, 301-
443-3650.

SU PPLEMENTARY INFORMATION:
In a notice in the FLDERAL KEGISTER of

uly 9, 1356 (31 FRR 9426), each holder
of 2 new drug apyiication that became
eflcctive prior to October 10, 166y, was
reauested to subniit to the Macd ’l"d
Drue Adminisiraticn reports contait-
inw the best daca available in support
of the effectivencas of each such prod-
uct Tor the cluimied indicaticns. T
information was noeded Lo facititate a
determination by the Food and Drug
Administration, with the assistinee of
th~ National Academy of Sciences-Na-
tivnal Research Council (NAS-NRC),

wlretiier cnchy eloim iy the

the sponsor of the following crug
products, did not submit such inferma-
tion and therefore the drugs were ot
reviewed by NAS-NRC.

NDA 9-309; Dionosil Oily Suspen-
sion and Dionosil Aquectus Suspens:on,
each containing propviiodone: Picker
Corp., 835 DMiner Road, Cleveland,
Ohio 44143.

Another notice published in the Frp
ERAL REGisTE2 of November 19, 16
(40 TR 52009), reinvited Picker Ceorp
among other {irms, to submit data on
or before January 19, 1576. On March
17. 19786, Picker Corp submitted cata,
which have been reviewed in conune-
tion with previously submitted infor-
mation and determined to contain sub-
stantial evidence of eifectiveness. This
notice announces that conclusion and

- sets forth the conditiens under which

such drug procducts may be marketed.

Such drugs regarded as new drugs
(21 U.S.C. 321(p)). Supplemental new
drug applications are required to
revise the labeling in and to urdate
previously approved applicaticns pro-
viding for such drugs. An agroroved
new drug application is a requirsment
for marketing such drug products.

In addition to the holder(s) of the
new drug application(s) speciiiczily
narmed above, this notice applies o all
persons who manufacture or distrizut
a drug product, not the subject ¢f an
approved new drug application, thzt is
identiczl, related, or similar to a :;v-ug
product named above, as defined in 21

‘CFR 310.6. It is the res“onsxbmn of

every drug manufacturer or disiribu-
tor 1o review this notice to determine
whether it covers any drug producs he
manufzctures or districuted. Any
person may request an opinion of the
applicability of this notice to a specific

drug product he manufactures or dis-
tributes that may be identical, relz:ed,
or similar to a drug product named in
this notice by writing to the Division
of Drug Labeling Compliance (address
given above).

A. Effectiveness classification. The
Food and Drug Administration has re-
viewed all available evidence and ron-
cludes that the drug preducts are ef-
fective as deccribed in the latb g
conditions below.

B. Conditious for approval end —:ar-
keting, The Food and Drug Adminis-
tration i3 prepared to approve abocrevi-
ated new drug snplications and ¢ -l
ments Lo previviedy approved  ew
drug anplications under conditions de-
scritbed Lerein.

L. fern of driy. The drug prodoct is
in oily or aqueous suspensicn form
suitable {for intratrachceal adminisira-
tion.

2. Labeling conditions. (a) The 1ahel
bears the statement, “Caution: Fuder-

, 1977



Drugs. Other communications regard-
ing this notlce: Drug Efflcacy Study
Implementation project Manager
(HFD-501), Bureau of Drugs..

FOR TFURTHER INFORMATION
CONTACT:

Herbert Gerstenzang, Bureau of
Drugs (EFD-32), Food and Drug Ad-
ministration. Department of Health,
Education. and Welfare, 5600 Fish-
ers Lane, Rockville, Md. 20857, 301-
443-3650.

SUPPLEMENTARY INFORMATION:
The Food and Drug Administration
announced its concliusions concerning
the effectiveness of prochlorperazine
drug products in the following notices:

DESI 11127, Docket No. FDC-D-499
(now Docket No. TTN-0258), published
in the FEDFRAL RrcisTzr of July 27,
1972 (37 FR 15038); and DESI 9148,
Docket No. FDC-D-334 (also now
Docket No. TTN-0258), published in
the FPeoxraL REcIsTER of April 3, 1871
(38 FR 8447); as amended on Novem-
ber 2, 1971 (36 FR 20997).

The agency’s conclusions were that
the drug products described below are:
(1) effective in the management of the
marifestations of psychotic disorders
and for the control of severe nausea
and vomiting; (2) lacking substantial
evidence of effectiveness for the con-
trol of behavior disorders in children,
and for chronic alcoholism: and (3)
possibly effective for its other labeled

- indlcation, which was for the control
of excessive anxiety, tension, and agi-
tation as seen In neuroses or associat-
ed with somatic conditions. Data sub-
mitted in response to the notices did
support effectiveness of the drug prod-
ucts for the possibly effective indica-
tion. But in order to clarify that indi-
cation and more closely reflect the pa-
tient population that prochlorperazine
was tested on In the three studies sub-
mitted, the indication is reworded to
read as follows: “For the management
of psychoneurotic patients displaying
primarily symptoms of moderate to
severe anxiety and tension.”

The April 3, 1971, and July 27, 1972
notices also offered an opportunity for
a hearing concerning the Indications
concluded at that time to lack substan-
tial evidence of effectiveness. The
potice that follows does not pertain to
those Indications. No person requested
a hearing concerning themn, and they
are no longer allowable in labeling.
Any such product labeled for those In-
dicatlons s subject to regulatory
action. Other drugs included In the
April 3, 1971, and July 27, 1872, notlces
but not named below are not affected
by this notice.

1. NDA 10-471; Compazine Tablets;

2. NDA 10-742; Compazine Injection:

3. NDA 11-000; Compaz{ne Spansules;

4. NDA 11-188; Compeazine Syrup:

8. NDA 11-276; Compazine Concentrate;
and

NOTICES

8. NDA 11-127; Compazine Suppositories;
all containing prcchlorperazine: marketed
by Smith Xline & French Laboratories,
1500 Spring Garden St., Phlladelphla./Pa.
19101,

Such drugs are regarded as new
drugs (21 U.8.C. 321(ph. Supplemental
new drug applications are required to
revise - the labeiing In and to update
previously approved appllcations pro-
viding for such drugs. An approved
new drug application is a requirement
for marketing such drug products.

In addition to the product(s) speci{l-
cally named above, thls notice applies
to any drug product that is not the
subject of an approved new drug appil-
cation and is identical to a product
named above. It may also be applica-
ble, under 21 CFR 310.6, to a simllar
or related drug product that is not the
subject of an approved new drug appll-
cation. It is the responsibility of every
drug manufacturer or distributor to
review this notice to determine wheth-
er {t covers any drug product that the
person manufacturers or distributes.
Such person may request an opinion
of the applicability of this notice to a
specitic drug product by writing to the
Division of Drug Labeling Compliance
(address given above).

A. Effectiveness classification. The
Food and Drug Administration has re
viewed sll available evidence and con-
cludes that the drug is effective fov
she indications In the labeling condi-

ions below.

B. Conditions for approval and mar-
keting., The Food and Drug Adminis-
tration is prepared to approve new
drug applications and supplements to
previously approved new drug appllca-
tions under conditions described
herein.

1. Form of drug. The drug product is
in tablet, syrup, concentraie, or con-
trolled release capsule form suitable
for oral administration; in sterile solu-
tion form suitable for parenteral ad-
ministration; or in suppository form
suitable for rectal administration.

2. Labeling conditions. (a) The label
bears the statement, '“Caution: Feder-
al law prohibits dispensing without.
prescription.”

(b) The drug is labeled to comply
with all requirements of the act and
regulations, and the labeling bears
adequate {nformation for safe and ef-
fective use of the drug. The Indlca-
tions are as follows:

For the management of the manifes-
tatlons of psychotic disorders; for the
control of severe nausea and vomiting;
and for the management of psycho-
neurotic patients displaying primarily
symptoms of moderate to severe anxi-
ety and tensfon.

3. Marketing status of approved
products. Marketing of such drug
products that are now the subject of
an approved or effective new drug ap-
plication may be contlnued provided
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that the holder of the appllcation sub
mita the {ollnwing. {f he has not previ
ously done so, on or before June 8
1978: (a) a supplement for revised la
beling as needed tc be In accord wit!
the labeling conditions described i
this notice, and complete container la
beling {f current contalner labelin;
has not been submitted, and (b) a sug
plement to provide full updating infor
mation with respect to Iltems 8 (compc
nents), 7 (composition), and 8 (meth
ods. facllities, and controls) of nes
drug application form FD-358E (2
CFR 314.1(chH.

4. Marketing status of all other proc
ucts. (a) For all dosage forms of prock
lorperazine, except for rectal suppos
tory forms, approval of an abbreviate
new drug application (21 CFR 314.1(L:
containing full information with re
spect to items 6 (components), 7 (comx
position) and 8 (methods, tacilitie:
and controls) =f new drug applicatio
{orm FD-358K (21 CFR 314.1(c)), muw:
be obtained prior to marketing suc
product.

(b) For the rectal suppository forc
approval of s full new drug applicatio
must be ob‘alned prior to marketin
such product. The applitation zha
contain the Information specified In I
CFR 314.1(c).

(¢) Marketing prior to approval of
new drug application will subject suc
products, and those persons wk
caused the products to be marketed, |
regulatory action.

This notice is issued under the Fe
eral Food, Drug, and Cosmetic A
(secs. 502, 505, 52 Stat. 1050-1053, :
amended (21 U.S.C. 352, 353)) ar
under the authority delegated to tl
Director of the Bureau of Drugs (
CFR 5.70).

Dated: March 24, 1978.

J. RicHarp CROTT,
} Director, Bureau of Drugs.
(FR Doc. 78-3890 Filed 4-8-78; 8:45 am]

- [4110-03]

{Docket No. TTN-0343; DESI 3554]

POVIDONE INJECTION AND GELATIN
INJECTION

Withdrawal of Approval of New Drug
Appllications

AGENCY: Food and Drug Administ:
tion.

ACTIO: Notice.

SUMMARY: This notice withdra
approval of the new drug applicatio
for povidone injection and gelatin !
jection on the basis that the drugs &
not shown to be safe for use as plast
expanders {n the emergency treatme
of shock. The products are not bel
marketed.

EFFECTIVE DATE: April 19, 1978.

ADDRESS: Requests for opinlen
the applicability of this notice &
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specific product should be identified
with the reference number DESI 5554
and directed to: Division of Drug La-
beling Compliance (HFD-310), Bureau
of Drugs, Food and Drug Administra-
tion, 5800 Fishers Lane, Rockville, Md.
20857,

FOR . FURTHER INFORMATION
CONTACT:

Mary E. Catchings, Bureau of Drugs
(HFD-32), Food and Drug Adminis-
tration, Department of Health, Edu-
cation, and Welfare, 5600 Fishers
Lane, Rockville, Md. 20857, 301443~
3650.

SUPPLEMENTARY INFORMATION:
In a notice of opportunity for hearing
(DESI 5554, Docket No. T7TN-0343)
published In the FrorraL RrcisTzR of
December 2, 1977 (42 FR 61308), the
Director of the Bureau of Drugs pro-
posed to issue an order withdrawing
approval of the foilowing drug prod-
ucts on the ground that they are not
shown to be safe for use under the
conditions of use on the basis of which
the applications were approved.

NDA 9-364; Polyvinvipyrrolidone In
Normal Salilne containing 3.5 percent
povidone in sodium chloride injection;
McGaw Laboratories, 1015 Grandview
Ave., Glendale, Calif. 91201. .

NDA 5-554; Knox Special Gelatine
Solution Intravenous-§ percent con-
taining 8 percent in sodium chloride
injection; Knox Gelatine, Inc., 13
Knox Avenue, Johnstown, N.Y. 12095.

Any drug product intended for intra-
venous administration that s identi-
cal, related, or similar to the drug
products named above, continuing po-
vidone or gelatine as an active ingredi-
ent, and is not the subject of an ap-
proved new drug application Is covered
by the new drug applications reviewed
and is subject to this notice (21 CFR
310.6). Any person who wishes to de-
termine whether a specific product s
covered by this notice should write the
Division of Drug Labeling Compliance
(address given above).

Neither the holders of the new drug
applications nor any other person filed
a written appearance of election as
provided by the December 2, 1977,
notice. The failure to flle an appear-
ance constitutes election by such per-
sons not to avail themselves of the op-
portunity for 3 hearing.

The Director of the Bureau of
Drugs, under the Federal Food, Drug,
and Cosmetic Act (sec. 505, 52 Stat.
1052-1053, as amended (21 U.S.C.
35533, and under ~uthority delegated
to him (21 CFR 5.82), finds that on
the basis of new [nformation before
him with respect to the drug products,
evaluated together with the ev:dence
available to him when the applications
were approved, such drugs are not
shown to be safe for use under the
conditions of use on the basis of which
the applications were approved.

NOTICES

Therefore. pursuant to the foregoing
finding, approval of new drug applica-
tions 9-364 and 3-554, and all amend-
ments and supplements
thereto, I3 withdrawn, effective April
19, 18178. .

Shirment (n. interstate commerce of
the above products or of any {dentical,
related, or similar product that is not
the subject of an approved new drug
application will then be unlawful.

Dated: March 28, 1978.

J. Ricararp CRrOUT,
Director, Burcau of Drugs.

[(FR Doc. 78-3894 Flled 4-8-73; 8:45 am]

[4110-83]
Heaith Resources Administration

GRANTS FOR RESIDENCY TRAINING IN GEN-
ERAL INTERNAL MEDICINE OR GENERAL PE-
DIATRICS

Application Announcement

The Bureau of Health Manpower,
Hesalth Resources Administration, an-
nounces that applications for {iscal
year 1978 Grants for Residency Train-
ing In General Internal Medicine or
General Pedfatrics are now belng ac-
cepted under the authority of section
784 of the Public Health Service Act,
as amended by the Health Professicns
Educational Assistance Act of 1978
(Pub. L. 94-484).

Section 784 authorizes the award of
grants to meet the costs of planning,
developing and operating approved re-
sidency training programs i{n internal
medicine or pediatrics which empha-
size training for the practice of gener-
al internal medicine or general pediat-
rics and to assist participating resi-
dents who plan to practice general in-
ternal medicine or general pediatrics.

To receive support, programs must
meet the requirements of the Interim-
Final regulations, published in the
FrpeEral RrEGISTER on November 18,
1977 (42 FR 58500). Eligible applicants
are schools of medicine and osteop-
athy.

Requests for application materials
and questions regarding grants pollcy
should be directed to: Grants Manage-
ment Officer, Bureau of Health Man.
power, Health Resources Administra-
tion, Center Bullding, Room 4-22, 3700
East West Highway, Hyattsville, Mary-
land 20782, phone 301-436-8584.

To be considered for !Iscal year 1973
funding, applications must be recefved
by the Grants Management Off!cer,
Bureau of Health Manpower, Health
Resources Administration, at the
above address no later than May 8,
1978.

Should additional programmatic In-
formation be requested, please con-
tact: Profesgional Education and De-
velopment Branch, Division of Med!-
cine, Bureau of Yealth Manpower,

applying

Health Resources Admintistration,
Center Building, Room 4-50, 3700 East
West Highway, Hyattsville, Maryland
20782, phone 301-4368-7350.

Dated: March 30, 1978.

Hery A, Foizvy,
Administrator.
(FR Doc. 78-8081 Flled 4-8-78; 3:45 am]

[4110-24]
Institute of Museum Sarvices
MUSEUM SERVICZS PROGRAM

Notice of Closing Dote for Receipt of
Appilcations for Flscal Yecr 1573

Notice is given that, under the au-
thority contalined in section 208 of the
Museum Services act, Pub, L. 34462,
title II (20 U.S.C. 965), applications
from museums are being accepted
under the Museum Services Program.
The Museum Services Program pro-
vides Federal financial assistance to
ease the financial burdens bocrme by
museums as a result of their Increased
use by the public and to helr them
carry out their educational and con-
servaton roles as well as other func-
tions. Under this program grants are
made to museums to maintain, in-
crease, or improve museum serv.ces.

Closing date. June 2, 1978.

(a) Application forms and inSormac-
tion. Application forms are being pre-
pared but are not yet available. It is
anticipated that application forms and
program information packages =ill be
ready for mailing to prospective appll-
cants on or about April 18, 1573. The
{nstitute plans to mail forms and pro-
gram i{nformation packages to all mu-
seums which are members of the
American Assoclation of Museu=s and
to all other Institutions which request
this material.

Applications must be prepared and
submitted In accordance with tne pro-
posed regulation, Instructiors, and
forms included in the progra— infor-
mation packages.

(5) Applications sent by mail An ap-
plication sent by malil should be ad-
dressed to: U.S. Office of Educzation,
Application Control Center, Attention:
13.923, Washington. D.C. 20202.
(While the Institute {3 not par: of the
U.S. Office of Education, that Cifice s
making available Its facilities to re-
ceive applications Invited uncer this
notlce.) Applications must be recelved
by the Aplication Control Center onor
before the closing date. An apgiication
sent by mall will be considered to be
received on time by the Aprlcation
Control Center {f:

(1) The application was sent 5y reg-
istered or certiffed mail not later than
May 29, 1978 as evidenced by ke U.S.
Postal Service postmark on the wrap-
per or envelope, or on the srizinal ra-
ceipt from the U.S. Postal Service; or
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