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tt"\t th-*rc is a genuine and substantial

S fase 4iieh Ao A anmin e TE

ARALYSCS i) LNE redquest Tur e aearing
that tnere is no genuine and substan-
tial izsue of fact whicni preciudes the
witharawal of approval of the applica-
tion, or when a request for hearing is
noi made in the required format or
with the required analyses, the Com-
missicner will enter summary judgs-
ment against the personts) who re-
guests the hearing, making findings
and conclusions, denying a hearing.

All submissions pursuant to this
notice of opportunity for hearing shall
be filed in guintuplicate Such subkmis-
sions. except for data and information
pronibited {rom public disclosure pur-
suant to 21 U.S.C. 331(j) or 18 U.S.C.
1303, may be seen in the office of the
Hezring Clerk between 9 am. and ¢
p.m., Monday throuch Friday.

This notice is issued under the Fed-
eral Focd, Drug. and Cosmetic Act
(secs. 502, 505, 52 Stat. 1059-1033, as
amended (21 U.S.C. 352, 355)) and
under the authority delegzated to the
Director cf the Bureau of Drugs (21
CFR, 5.82).

Dated: November 11, 1977.

J. Ricxarp CROUT,
Director, Bureau of Drugs.
i{FR Doc. 77-34370 Filed 12-1-77; 8:45 ar!
gy ———
{4116-¢3])
{Docket No. 77D-03511]

GUICELINES FOR LEUKOCYTE TYPING SERUM

Notice of Availabifity
AGI{CY: Food and Drfig Administra-
tion.
ACTICQX; Notice.
SUMMARY: .Thi docurnient an-
nourcss t availgbiiity of guidelines
for the prodyctiop. testing, and iov re-
lease of Leu“iq', te Typing Sera for

d

histocompatibYity testing. The guide-
lines superse those guideiines pro-
vided on che\'xber 14, 1973 in a
memorandurd  iyom the Director,
Bureau of k}'-ologx&jo manufacturers

of Le..nocy}e Typing Sera.

EVFIZLTI}/E Da December
1937,

ADDNIESS: Written domments (prof-
erzbiv o quadruplicatk and identified
with ** {caring Cleri'dacket number
found/:n brackels in e heading of

o
e

this Gocoment) and "‘(}l bsts for copies
of 1t guidelines may Lladdreszsed tf)
tus ‘1 eartng Clerk (:ir‘(, 1), Food end
Doy Administration, Rn*\ 4-G5, 5500
FoAieos Lane, Rockvilie, M40 20637
FOR FURTHER INF(XIMATION

CONTACT: ’

Jor K. tlolloway or Al Rothschild,

Bureau of Biologles (1F8-620), Food

NOTI
and Drug Administration, /Departs ©$314.11/2)" shoul
mant of Healin, Eaentinn nd Wole o ez a1t 1e1inn 4 be changed to
~, . . FATION BT s
S,UPPLL‘\\:\T'\‘{Y INP‘,‘ ALATI should be changed to read ()™,
Notice is hyrchy given tyfat suidelin?s —
for the prum,\ tion, testjing, and lot re-

lease of D‘L\("‘)Le T¢pinz Sora for
histocompatit¥ity tekting are on -
public dispiay %nd arg available upcn
request at the \(hoe of the iiearing
Cicrk, Food and Dr ‘7 Administration.

Leukocyte Typ.\;,, Sera consist of
preparations of Hpra cderived from
blood obtaireds \septically {rom
humans or anrimnalsyand contain an
antibody or ani:todies for identilica-
tion of leukoy:te antigens. The prod-
uct is especially useful\for identifying
suitable donors for orgen transplants
and for use in platelet tr nsfusions.

On Decentber 14, 1973\ the Bureau
of Biolcgicsrissued gwdeh €s 1o minu-
facturers from the procduction, testing,
and lot rcfesase of Leukocite Typing
Sera. Orf November 1l. 1976, the
Bureau hi¢ld an open Histochmpatibi-
lity Testfng Workshop. as arsicunced
in the FEDERAL REGISTER of b tober
19, 1976;¢41 FR 45038), to rea<s~'s the
1973 gu‘.delmes Approxmﬂa.“ 60 at-
tendants, consisting of scientiss and
industi¥ and government rsprisenta-

{4110-03]
{Docket Ne. 77N-0343: DESI 55541

POYIDONE INJECTICH AND GELATIN
INJECTICN

Oprortunity for Hearing on Proposal te
Yiithdraw Approval of vew Drug Applications

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

ACTION: Notice.

SURINMARY: This notice proposes to
withidraw approval of the new drug ap-
plicaticns for povidcne injection and
gelatin injection of the basis that the

_drugs are not shown to te 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, 1378.

ADDTY.EZSSES: Communications for-
varded in ressponse to this notice
should be identified with the reference

tives, attended the workshop.§As a number DESI 5554, circcted to the at-
result of data and informatiod pre- tention of the aporeprinte office

sented at the workshop, updatecy guid-
lines have been prepared to raplace

the 1973 guidelines.
Copies oX the guidez.és are avail-

able upon rewuest frefn the office of
trhe Hearing C!

named below, and addressed to the
Food and Drug Administration, 5660
Fishers Lane, Rockviile, Md. 20857,

Request for Heazring (identify with
Dockat number appearing in the head
ing of this notice): Hearing Cisrk
Feod and Drug Adminiztration (H2FC-

. 20), Rm. 4-65.

Requests for opinion of the applica.
bility of this notiz2 to a specific prod
uct: Division of Drug Labeling Compli
ance (H¥D-310), Bureau of Drugs.

Othcr communications regarding
this ncrice: Drug Efficacy Implenen
tation Project Manager (HFD-501}
Bureau of Drugs.

FOR FURTHER

CONTACT:
Rornald L. Wilson, Bureau of Drug:
(EXFD-32), Food and Drug Adminis
tration, Depar:ment of Health, Edu

Con-pllance
{FR Doc. 77-34371 Filed 12-1-77; 8:48 am]

[1505-01]
Food and Drug Administrotion

INFORMATIOM
[Docket No. TTN-0165]

NYLMERATE JELLY

Final Order on Obiections ond Requests for

i rel{are i
Hearing Rogorcina Withdrawal of Apprevel cation, a'r?d ,,“’ eifar t"ﬁ 5860 xsne‘x,
of Hew Drug Aopicclion “ne, Rockviile, Md. 20337, 301-442

. 5082,

Correction SUPPLEMENTARY INFORMATION
In PR Doc. T7-27968. appearing at In a notice pubdlished in the F;mz:n.-\’
. anet i i T o 0 Recissrx oof August 19, 1971 (36 F
page 40521 in the issue fzr Tuasday, " . oL PR
September 27, 1077, make the follow. 15125). the Food and Lirug Adiain:
ing corrections: trai:or announced 1tz concluzion tha
o trie products describid bewsw are effec
(1) On parc 4‘)‘")' second c_olum.n. tive & piasma voltune expanders i

Emdf:r.tix_.c heading LI Data Submil- 4 pa oqpreney treat ment of shock.
:ud o n .,:Lzm.!ra;;h‘:'z.rm the first NOA 9-364: Foisiinvipyrrolidone i
Hne, after the phrase “Phonyl Mer- o q00 iime contzining 3.5 percer

cury Nitrate—" insert the word "Its” providone in sodium chioride Inje
(2) On page 49523, first column,  tion:  AMeGaw L.abaraiories, 101
pararraph ¢, in the 13th line, Grandview Ave., Glendale. CA 91201,
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NDA 5-554; Knnx Spe~al Gelatine
Solution Intravennus-6 pereent con-
tainiig 6 percent in sodium chloride
in;ootion; Mnox  Gelatine, Tne., 13
“nox Ave., Johnstown. N.Y. 12095,

Thre Director of tire Surciu of Drues
NOwW proposes to withdiaw annroval of
the new drug applcanions for ihese
drugs on tne ground that nev evi-
dence., not contained in ths aopplica-
Lions or not availuble to the Food and
Drug Administration untili arter the
applications were appreved, evaluated
torgether with the evidence available
when the appiicalions were azproved,
shows that the drug products are not
shi.an to te zafe 1or use under the
conditions for use upon tihe basis of
whicn the anplicarions \wre anproved.
Specifically, the Director refers to the
following adverse effects ~.hich give
an unfavorable benefit-to-risk ratio to
these drugs and the fact that egually
effective alternative druz products
having less potential for risk are read-
ily available.

PovinoNe INJECTION

A. Accumulates in the body 2nd may
cause storage disease with the forma-
tion of granulomas resembiing sarcoid
©and metastatic tumors.

B. Interferes with blood ccagulation,
hemostasis, tlood typing, and cross
matching and may cause liver 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 osmctic pres-
ire comparanie to that of plasma, a
viscosity suitavle for infusion over a
reascnable temperature range, a lack
of antizenicity, and a lzck of :nterfer-

ence with bicod typing and’ cross.

matching, (The drug has not
used clinically in this country
many years.)

B. Increases blood viscosity, which
may cause blcod sludging and thus
induce intravascular coagulatio

C. Reduces piatelet adne.sxveness and
prolongs bleeding time. which may
czuse hemorrhages.

been
for

REFERENCES

1. Alexander, B. et al.,
mostasis, and Pl n.smn Expanders: A Quarter
Cent u17 Erigma,” Federation Praceedings
J4(6):1423-1449, 1975,

2. Eersm L, et al, “Tresauresis Due
to Intaiation of Hair Snray,” The New Eng-.
land Joumnal of Medicine 256:759-733, 1952,

3. Bojsen-Mnll M., et al, “The PVP
Sterage D aca.\,e Uygesierift {oc  Laeger
13R(17¢1017-1020, 1975.

4. Bubis. JJ. et al, “Storaze of
Polyvinvipyrrolidone Minmicking A Coneni-
tal Mucolipid Storage Disease i a Panlent
with Munchausen's Syndrome™, Israel Jour
nal of Me-dieal science 11010),993-100 4, ’.‘n‘nS.
. 5. Cailard., E., et al., “L&w Solutes
Hydrorlectrolvigques da Decmiplzcemant et

FEDERAL REGISTER, VOL 42, NO.

“‘Coagulation, He-

FOTICES
6 Duiisheim, Pooet al, “Faectors Affectoan
Hemostatic Plug Formatiog in an Fxtracor-
poreat Maodel, “Annals of the Ne York
Acadrmy of Scienees 201:307-1315, 1972,

7. Evaus, £. L. and f{. S. Rafal, "Studics on
Tranmatic shock: V. The Treatment of
Cli 1l Shock with Gelatin,” Annals of
Surgery 171:173-494 1945,

8. Gaudiano. A.. et al., Bellettino deila So-
civia [talana di biowogica Spenimentuaie
44:314, 1953,

9. Gille. J. and H. Brardau. "Forei;:n Body
Granutation in the Breast After Injecuivn of
a Polyvinylpyrrotidone Contaning £repara-
tion,” (Trans.) Geturtsh u Frauenheilk
35(10%799-801, 1975.

10. Goodman, L. S. and A. Gilman. The
Pharmaeonlcgical Basis of Therapeutics. 4th
edition, 1970, p. 785-789.

1i.  Ilucper, W. C., *“Biocamsay on
Polyvinyipyrrolidones with Limited Molecu-
lar Weignt Range.” Journal of The National
Cancer Institute 26:229-237, 1961.

12. Earsner, H. T. and P. J. Hanzlik, “He-
magglutination in Vitro by Agents which
Produce Araphylactoid Symptoms,” The
Journal of ’harmaceutical and Experimen-
tal therapeutics 14(6):475-492, 1920.

13. Koop, C. E. and L. Bullitt. “Gelatin as
a Plasma Substitute.” American Journal of
Medical Science 209:28-33. 1945. .

14. Lorenz, W., et al., “Histamine release
in Human Subjects by Modified Gelatin and
Dextran: An Explanation for Anaphytactoid
Reacticns Coserved Urder Clinical Cendi-
tions? Brilish Journal of Anasthosia
48:151-1865. 19786.

15. Lund. N., “Anaphylactic Reaction In-
duced by infusion of Haemaccel,” British
Journal of Anesthesia (correzpondence)
45:229, 1573,

16. Ravin, H. A., et al., “Polyvinyl Pyrroli-
done as a Plasma Expander,” New Enazland
Journal of Medicine 247.24%:521-929, 1952,

17. Ricketts, C. R., “Blood Substirutes.”
British Journal of Anesthesia 435:959-962,
1973.

18. Rudowski, W. and E. Kostrzewska,

“Blood Substitutes,” Arnais of the Royal
Coliege of Surzeons of Engzland 53:115-123,
1573.

19. Schmidt, H. and H. Pfluzer, “Neben-
wirkungen bei Volumensubslitution mit Ge-
latinepraparat -n " Mledizinische Walt 22
(262:1073~1077, 1971,

29. Schineider, J. A., et al., “Comparison of
the Effects of Various Blood Plasma Ex-
panders on Platelet Adhesiveness,” Throm-
bosis et Diathesis Haemorrhagica 24:1853-
190, 1970.

21. Werner, F. M.,

“Desiranen of Gela-

tines?” Ned. Tijdschr, Geneesk.
nsws)xm 1131, 1974.

Wessel, Ww.. et al.,
"Polyvmylpyrrohdone (PVP), Its Diagnos-

tic, therapeutic and Technical Apnlication
and Ccnsequences Tteren?” Arxneimittel-

Porsciiung 21 (10:.14563-1452, 1971,
23, Wisborg, ®., “Aranhyianic rmct?ons

Irduced oy Iniuson of 7 a2 ¢Harmoe-
cel),” Zrilish Journal of Anesthesa (corre-
spondence) 4711621117, 1273,

Cepirs ol these reforsnces are availauie
for public examination in ihe oifice of the
Heoring Clerk, and moy Se seen during
working hours Mcnday throush ¥riday.

Therefore, noiice is given to the
hrolder(s) of the nuvw druy
application(s) 'md to all oner interest.

ed pursons tha

t:\“ D\rﬁcfar of
L2 IR .

y\,"‘.,. AN .-

me

Crrony o

52—

ernl Pood, Druy, and Cosoony e
U.S.C. 354ten, withdrawie a
of the new drug :..pp'.'ic;‘.‘.i
amendnicnt: and supplemu st thoreto
on the ground that mv inforniation
before him witl respect (o ie arins
product(s), cvaluated tocerher with
the evidence available o ooy ot the
time of approval of the npwationwy,
shows that such drugs ~re o .;r shown
to be safe {or use under Lhe conaitons
of use on the basis of whicn the rpali-
cations were approved.

In addition to the hoidoerd
new arug applicationesy =z
named above, this notice of orzor
ty for hearing applics 1o ot p
who manuiacture or d: ::'i;'.'.zf.u :
product which is iden:
similar to a drug '*-w‘\m
above, as defined in 21 CFR 3’0
the responsibility of every drug nun
facturer or distributor to revicew ith-s
notice of oprortunity for hearinz to
determine wiicther it ccvers an:
product he manufacturers or 2
utes. Any pe rson may request an
ion of the opplicability of thiz not:
toa specmc drug product nie 'ra::-,-_c-
turers cr distributes thai may be iden-
tical, elated, or similar to a dr:z orod-
uct named in this notica ov r
the Division of Drug Lateting Compli-
ance (address given above).

In addition to the goundis) fcr the
proposed withdrawal of  agzroval
stated above, this notice of o*:;:::':“m
ty for hearing encompaszes zll
relating to the legal status of ths=
products subject to it (nciuding :&»
tical, related, or similar druy prcauets
as defined in 21 CFR 3i0.4) 2.g.. any
contention that any such oroduct is
not a ncw drug because it i5 genorally
recognizad as safe and ef‘ :
the meaning of section
act or because it is exemw
or all of the new drug prow:'a" of
the act pursuant to th= examo:
irom products marketed zrior ts June
25, 1938, contained in s“’f'o" 295 vrof
the act. or pursuant to sef_tun oTe)
of the Drug Amendments of 12352, or
for any othier reason.

In accordance with the provisi~ns of

aoand Gl

t

Pl

WrirnT o

section 505 of the act (2! U.S.C. 353)
and the regulations promu.zated
thereunder (21 CFR Parts 310, 2143,

the applicant(s) and all other zmeczons
subject te this nntice p' Fuan
CFR 310.5 are herehy giv
tuniiy for a hearing tc
proval of ti:e new dru
shouid not be withdraw
portunity to raise, {or
determination, all izzuo:
the lcoal status of a wivy
named above and of o1t {1t
ed, or simiiar drug prodrcts.

If an aopplicant or any aihwr oo
subject Lo this nnm‘e purtuant 20 R
J10.8 cloets to avail hin‘.rs'f or i G-

far v LR

Lon

pienme L tras R
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o antine af annenranre and re.

to ity o hearing, as specified in 21
CI'R 314.290. Any other interested
persor may alzo submit comments on
this notice. The procedures and re-
quirements governing this notice of
ceproriuniiy for hearing, a notice of
acpenarance and request for hearing, a
submiszion ¢f data, information., and
anaivics to justify a hearing. other
commen:s, and a grant or denial of
heariig, are contained in 21 CFR
311200,

The failure of an arplicant or any
other person subject to this notice
pursitant 0 2] CFR 310.6 to ({iie
timizly writien appearance sand request
for hearing as reqguired by 21 CFR
$14.200 constitutes an election by such
L not to avail himself of the op-
criunity for a hearing concerning the

acliun proposed with resepct to such

drug produc, and a waiver of any cen-
tentions cencerning the legal status of
~any such ¢rug product. Any such drug
product may not thereafier lawfully
pe marieted, and the Fecod and Drug
Adminisiration wilil initiate appropri-

drug produsils from the market. Any
new drug preduct marketed without
an approved NDA is subject to ragula-
2Ty action 2t any time.

~. regquesi for a hearing may not rest

in mere allegations or denials, but
st s2t forth speciiic facts showing

...at there is a genuine and substantial
issu? of fact that requires a hearing. if
it conclusively appears from the face
cf the dnta, information, and factual
analyscs in the request for the hearing
that there is no genuine and substan-
tial iszue ¢f fact which precludes the
withdrawal of appreval of the applica-
ticn, or when a request for hearing is
not made in the required format or
with the reanired analyses, the Com-
missicher wiii enter summary judg-
ment against the person(s; who re-
quests the hearing, making findings
and conclurions, denying a hearing.

All submisiions pursuant to this
notice sha!ll be filed in quintuplicate.
Subinissions pursuant to this notice,
excert for data and information pro-
hibited from public disciosure pursu-
ant e 21 U.s.C, 331y or 18 US.C.
1592, 1ot seen in the office of the
Hearingg Clerk cetween the hours of 9
am. and 4 p.m.. Monday through
Frica-.

Tiils notice is issued under the Fed-
eral Focd. Drug, and Cosmetic Act

(see, 5035, Stal. 1052-1053, as amend-
ed (2! U.S.C.8580, and vnder author-
ity doels to the Director of the
Burern o Nries (21 CFR 5.82).

| Dited: November 18, 1977,

J. Ricuarre Crovur,
Drectlor, Burean of Drugs.

‘ {FR Doc. 77-34267 Filed 12-1-77; 8:45 am]}

favsAn Aan:

ARG AdUlall

SUSPENSIONS

[ I T N SO ;

Drugs for Human Use; Drug Efficacy Study
impiementuiion; Announcement

AGENCY: Food and Drug Administra-
tion.

ACTION: Notice.

SUMMARY: This notice announces
the conclusions of an efficacy review
ard sets ferth the conditions for mar-
keting propyliodone oily and agqueous
suspensions for the indication for
which they are regarded as cffective.
The drug products are effective for
uce as dizgnostic agents for radiogra-
phic visualization of the lungs.

DATE: Supplements to approved
NUTA's due on or before January 31,
1578.

ADDRESS: Communications forward-
ed in response to this notice shouid be
identified with the reference number
DESI 9309, cirected to the atiention
of the approgriate office named belaow,
and addressed to the Food and Drug
Administration, 5690 Fishers Lane,
Rociville, Md. 20857,

Supplements (identify with NDA
number): Division of Oncoiogy and
Radiopharmaceutical Drug Products
(IIFD-150), Room 17B-34.,

Original abbreviated new drug appli-
cations and supplemsnts thereto (iden-
tify as such): Division 2f 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 Drug Labeling Compli-
ance (HFD-210), Bureau of Drugs.

Other conmmunications regarding
this notice: Drug Efficacy Study Im-
piementation Proiect 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,
Education, and Welfare, 5600 Fish-
ers Lane, Rockville, Md. 20857, 301-
443-3650.

SUIPLEMENTARY INFORMATION:
12 a notice in the FEDERAL RECISTER of
July 9, 1336 (31 FR 9426), each hoider
of 2 new drug coptication that Lecame
efiective prior to Cctober 10, 1952, was
reaucsted to subiniit to the Toed and
Ly Adminisiraticon reports contiin-
i tie best dact avaaable in suppors
of the effectivenc:s of each suzch prod-
ult for tire climoed indicaticis. That
informanion was neclded to facilitate a
determination by the Food and Drug
Aarnbustration, with the assistanee of
th~ National Arademy of Scienees-Na-
tional Research Council (NAS-NRC),

RN . e H v Fe .
ety TN olatmy i the tatptees

T2

the sponsor of the following drug
products. did not submit such informa-
tion and therefore the drugs were not
reviewed by NAS-NRRC.

NDA 9-309; Dionosil Oily Suspen-
sion and Dionosil Aquecus Suspension,
each contuining propviiodone; Picker
Corp.. 535 Miner Road, Cleveland,
Ohio 44143.

Another notice published in the Fep-
ERaL REeGisTER of November 19, 1975
9), reinvited Picker Cerp.,
among other {irms, to submit data on
or before January 19, 1576. On March
17. 1976, Picker Corp. submitted data,
which have been reviewed in conjunc-
tion with previously submitted infor-
mation and determined to contain sub-
stantial evidence of effectiveness. This
notice announces that conclusion and
sets forth the conditiens under which
such drug products 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 update
previously approved applicastions pro-
viding for such drugs. An approved
new drug application is a requirement
for markcting such drug products.

In addition to the holder{(s) of the
new drug application(s) specifically
named abtove, this notice applies to all
persons who manufacture or distribute
a drug product, not the subject of an
approved new drug agplication, that is
identical, related. or similar to a drug
product named above, as defined in 21

‘CFR 310.6. It is the responsibility of

every drug manufacturer cr distribu-
tor to review this notice to determine
whether {t covers any drug product he
meanuizctures or districuted.  Any
person may request an opinion of the
applicakility of this notice to a specific
drug product he manufactures or dis-
tributes that may be identical, relzted,
or similar to a drug product named in
this notice by writing to the Division
of Drug Labeling Compliance (address
given above).

A. Ejfectiveness classification. The
Food and Drug Administration has re-
viewed al! available evidence angd con-
cludes trat the drug products are ef-
fective as degcribed in the laleling
conditions below.

B. Cunditicns for approval and mar-
ketinag, Tihe Food and Drug Adminis-
tration i3 prepared to aporove abbrevi-
ated new drue anplications and sueole.
nichits Lo previedady  anproved new
drug applications under conditions de-
scribed Nerein.

L. Fern of druy. The drug product is
in oily or agueous suspensien form
suitable for intratracheal administra-
tion.

2. Lubeling conditions. (a) The lahel
bears the statement, Caution: Feder-
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Drugs. Other communications regard-
ing this notice: Drug Zfficacy Study
Implementation 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,
Education, and Weltare, 5800 Fish-
ers Lane, Rockville, Md. 20857, 301-
443-3650.

SUPPLEMENTARY INFORMATION:
The Food and Drug Administration
announced [ts conclusions concerning
the effectiveness of prochlorperazine
drug products i{n the following notices:

DESI 11127, Docket No. FDC-D-499
(now Docket No. 7TN-0258), published
in the FeperaL Rrcistrr of July 27,
1872 (37 FR 15038); and DESI 9149,
Docket No. FDC-D-334 (also now
Docket No. TTN-0258), published (n
the Froemar Recister of April 3, 1971
(38 FR 8447): as amended on Novem-
ber 2, 1971 (368 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 {n children.
and for chronic alcoholism: and (3)
possibly effective for its other labeled

- indication, which was for the control

of excessive anxiety, tension, and agi-
tation as seen {n neuroses or associat-
ed with somatic conditlons. 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 [n the three studies sub-
mitted, the indication {s reworded to
read as follows: “For the management
of psychoneurotic patients displaying
primarily symptoms of moderate to
severe anxiety and tension.”

The April 3, 1871, 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
notice that follows does not pertain to
those indications. No person requested
a hearing concerning them, and they
are no longer allowable in labeling.
Any such product labeled for those {n-
dications 1Is subject to regulatory
action. Other drugs included (n the
April 3, 1971, and July 27, 1872, notices
but not named below are not affected
by this notice.

1. NDA 10-871;: Compazine Tablets:

2. NDA 10-742; Compazine Injection:

3. NDA 11-000; Compazine Spansules;

4. NDA 11-188; Compazine 8yrup;

8. NDA 11-278; Compazine Concentrate.
and

NOTICES

8. NDA 11-127: Compazine Suppositories;
all containing prechlorperazine; markeled
by Smith Xline & French Laboratories,
1800 Spring Garden St., Phuwelpm&./Pn.
19101.

Such drugs are regarded 2as 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 pro-
viding for such drugs. An approved
new drug application i3 a requirement
for marketing such drug products.

In addition to the product(s) specifi-
cally named above. this notice applies
to any drug product that i3 not the
subject of an approved new drug appi!-
cation and is identical to a product
named above. It may 2lso be applica-
ble, under 21 CFR 310.8, to a similar
or related drug product that i{s not the
subject of an approved new drug appli-
cation. It is the responsibility of every
drug manufacturer or distributor to
review this notice to determine wheth-
er it covers any drug product that the
person manufacturers or distributes.
Such person may request an opinion
of the applicability of this notice to a
specific drug product by writing to the
Division of Drug Labeling Compliance
(address given above).

A. Efectiveness classification. The
Food and Drug Administration has re
viewed all available evidence and con-
cludes that the drug is effective for
the lndications 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 applica-
tions under conditions described
herein.

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

2. Labeling conditions. (a) The label
bears the statement, "Cautfon: 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 information for safe and ef-
fective use of the drug. The Indica-
tions are as follows:

For the management of the manlifes-
tations 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 tension.

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 continued provided
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that the holder of the application sut
mits the follnwing, {f he has not prev
ously done so. on or before June t
1978: (a) a supplement {or revised I
beling as needed to be In accord wit
the labeling conditions described |
this notice, and complete container I:
beling if current container labelin
has not been submitted, and (b) a su;
plement to provide full updating info
mation with respect to i{tems 8 (comp:
nents), 7 (composition), and 8 (mett!
ods, f{acilities, and controls) of ne
drug application form FD-358H (%
CFR 314.1(c)).

4. Marketing status of all other pro.
ucts. (a) For all dosage {orms of procl
lorperazine, except for rectal suppos
tory forms, approval of an abbreviate
new drug application (21 CFR 314.1({
containing full {nformation with r
spect to items 6 (components), 7 (cor
position) and 38 (methods, facilitie
and controls) -f new drug applicatic
form FD-3568H (21 CFR 314.1(c)), mu
be obtained prior to marketing suc
product.

(b) For the rectal suppository for:
approval of s full new drug applicatic
must be ob‘ained prior to marketh
such product. The applitation sh:
contain the Information specified in
CFR 314.1(c).

(c) Marketing prior to approval of
new drug application will subject su«
products, and those persons w!
caused the products to be marketed,
regulatory action.

This notice i{s issued under the Fe
eral Food, Drug, and Cosmetic A
(secs. 502, 505, 52 Stat. 1050-1083,
amended (21 U.S.C. 352, 355) a
under the authority declegated 0 t
Director of the Bureau of Drugs (
CFR 5.70).

Dated: March 24, 1978.

J. RicHarD CROTT,
Director, Bureau of Drugs

[FR Doc. 78-3890 Filed 4-8-78; 8:45 am’

[4110-03]
{Docket No. 7TN-0343; DESI 5554)

POVIDONE INJECTION AND GELATIN
INJECTION

Withdrawal of Approval of New Drug
Applications

AGENCY: Food and Drug Administ
tion.

ACTIOWN: Notice.

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

EFFECTIVE DATE: April 19, 1978.

ADDRESS: Requests for opinion
the applicability of this notice

FEDERAL REGISTIR, YOL 43, NO. 68—FRIDAY, APRIL 7, 1973



14744

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-
t.(on.75600 Fishers Lane, Rockville, Md.
208517,

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, 301—443-
3650.

SUPPLEMENTARY INFORMATION:
In a notice of opportunity for hearing
(DESI 5554, Docket No. TIN-0343)
published in the Frperar Rrcistzr of
December 2, 1977 (42 FR 81308), the
Director of the Bureau of Drugs pro-
posed to issue an order withdrawing
approval of the following drug prod-
ucts on the ground that they are not
shown to be safe for use under the
conditions of use on the hasis of which
the applications were approved.

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

NDA 5-354: Knox Special Gelatine
Solution Intravenous-8 percent con.-
taining 8 percent in sodium chloride
injection: Knox Gelatine. Inec.. 13
Knox Avenue, Johnstown, N.Y. 12095.

Any drug product intended for intra-
venous administration that is 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 i3 subject to this notice (21 CFR
310.68). Any person who wishes to de-
termine whether a specific product is
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 faflure to {ile an appear-
ance constitutes election by such per.
sons not to avail themselves of the op-
portunity for a 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.
355)), and under -~uthority delegated
to him (21 CFR 5.82), finds that on
the basis of new information before
him with respect to the drug products,
evaluated together with the e+ dence
avaflable 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
{inding, approval of new drug applica-
tions 9-364 and 5-354, and all amend-
ments and supplements appiying
thereto, is withdrawn, effective April
19, 1878.

Shipment (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. Ricaarp CR0OUT,
Director, Bureau of Drugs.

{FR Doc. 78-3894 Filed 4-3-73; 8:45 am}

(4110-83]

Health Resources Administration

GRANTS FOR RESIDENCY TRAINING IN GEN-
ERAL INTERNAL MEDICINE OR GENERAL ?E.
D!ATRICS

Application Announcement

The Bureau of Health Manpower,
Health Resources Administration. an-
nounces that applications for fiscal
year 1978 Grants for Residency Train-
ing {in General Internal Medicine or
General Pediatrics are now being 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 {n {nternal
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 {n-
ternal medicine or general pediatrics.

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

Requests for application materials
and questions regarding grants policy
should be directed to: Grants Manage-
ment Officer, Bureau of Health Man-
power, Health Resources Administra-
tion, Center Building, Room 4-22, 3700
East West Highway, Hyattsville, Mary-
land 20782, phone 301-436-8564.

To be considered {or !lscal year 1978
funding, applications must be received
by the Grants Management Officer,
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: Professional Education and De-
velopment Branch, Divizion of Medl!.
cine, Bureau of Health Manpower,

Health  Resources  Administration
Center Building, Room 4-50, 3700 East
West Highway, Hyattsville, Maryland
20782, phone 301-436-7350.

Dated: March 30, 1978.

Hexry A, FoLxy,
Admintstrator,
{FR Doc. 78-8061 Flled 4-38-78; 3:45 am]

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

Notice of Closing Date for Receipt of
Appilcations for Fiscal Tear 1973

Notice is given that, under the au.
thority contained {n section 208 of the
Museum Services act, Pub. L. 94-482,
title II (20 U.8.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 borne by
museums as a result of their increasec
use by the public and to help them
carry out their educational and con-
servaton roles as well as other funec.
tions. Under this program grants are
made to museums to maintain, in.
crease, Or improve museum services.

Closing date. June 2, 1978.

(a) Application forms and informa-
tion. Application forms are being pre-
pared but are not yet available. It is
anticipated that application forms and
program [nformation packages will be
ready for maliling to prospective appli-
cants on or about April 18, 1978. The
{nstitute plans to mail forms and pro-
gram information packages to all mu-
seums which are members of the
American Assoclation of Museums and
to all other Institutions which request
this material.

Applications must be prepared and
submitted (n accordance with the pro-
posed regulation, Instructions, and
forms Included in the program infor-
mation packages.

(0) Applications sent by mail An ap-
plication sent by mail should be ad-
dressed to: U.S. Office of Education,
Application Control Center, Attention:
13.923, Washington. D.C. 20202.
(While the Institute is not part of the
U.S. Office of Education, that Office i3
making available its facilities to re-
ceive applications invited under this
notice.) Applications must be received
by the Aplication Control Center on or
before the closing date. An application
sent by malil will be considered to be
received on time by the Application
Control Center {f:

(1) The application was sent by reg-
{stered or certifled mall not later than
May 29, 1978 as evidenced by the U.S.
Postal Service postmark on the wrap-
per or envelope, or on the sriginal re.
ceipt from the U.S. Postal Service; or
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