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2 New-Drug App

ANeo Barine; Nohce M thdrowal ‘of

Approval of New- Drug Applicuhon :
on May 41,1964, the Commlssioner of

Food and Drugs 1ssuecl a Notice of Op-
portunity for Hearing on his proposal to
{ssue an order withdrawing approval of.
New-Drug Applcation Nb, 11-331 .and
all amendments 4nd supplements thereto
held by the Bariatric Corpdration, Coral

Gables, Flaj, for the dru Neo-Barlne on

the followinig grounds‘

1. New evidence ot cunical ‘experience,.

not contained in such plication or note
available until atter qim::pllcat:mn was
approved, ,valuat.ed together with: the
evidence available wh lhe appllcation
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_ with officers of the *Corporation. 1o de- Aﬂ :

tcrmifie which of two a.lu{nauve couTses E(wn- ancs Bum
of action to follow in light of the prog- Dockd 3383 Order {
ress of the hearing to daté The altetna- ! 2 No. 18355 B'n-mi'

tves were (1) to contime the hesring INTERNATIONAL! AIR TRANSPORT

\n the manner providedrby statutd: or . || ASSOQATION . °
2) to withdraw the Conipany’s est L P o T L
for hearing with the result that the Gom- Order Ragarding North N““‘!’
missioner would withdraw spprevidl of . ll Excursion Fares B \

the New-Drug Applicatiofl. Adopted! |by the Civil Aeronsubics

By letter dated October:1, 1964, the :
hearing examiner, and recelved Oclober m ;gd d:y%?m?ﬁm nc.

5. 1964, the Bartatric Coarporation yith- it adopted by. Joint C“ -

drew Its clection to avsll itself ol the ' :
: : . . ence 1-2 of the International Afr Trahs-
opportunity for a publié hearing od the O asodfation relating to North At-

. proposed withdrawal of’the New-Drug
; i i lantic excutsion fares; Docket: No. 15353,
. Application No. 11-331 for Neo-Barine.  , .. en} CA-B. 17993, | 5

Therefore, the -Barlatrie Corpordtion. ; ,
o Bies. Florida, holderof the New- 3 um’g’n:f; Bled 7ith é‘;‘,&f’aﬂ
2 Application No. 11-331, hgving /P al o :

; . Aviation Adt of 1958 (the Act) and Part
avalled itself of an opportunity for ub- ¥o41 of the 's Fronomic Ragulatiot
\le hearing pursuant to the No of X : reecatnt m:f s ait :
Opportunity for Hearing published May jan ag n various a4 car-

27, 1964, and having proceeded to hearing j rers, { alr carriers and o ¥
on August 24, 1964, and then withdraw- { riers, embodled inthe resclutions of Joint

ing Its request for hearing on Octagber 1, f;ConIgrznqi 1-2 of the Internatioral
1964 and no other party having clected s Transpory | Association -(IATA).: The
or appearsd: . - ! agreement,/which has been asslgnid the

he Commissioner of Food and ILr‘.lgs. , sbove-deslgnated C.AB. ?.ﬂm'?‘n‘?*m'
by virtue of the authorify vested in the y ber, was idopted at meeungs :n Athens
Secretary of Health, Eduéation, and Wel- & and carries an early effectiveness date p!
fare by the provisions:of the Federal -, October 26| 1964. ) \‘h
Food, Drug, and Cosmetle Act (s6C. 505 - The agreement will permit the iappi-
(e 32 Stat. 1053; 71 U8.C. 355(e)) and © S3HOR ofi 14-21 day round-irip

le-'-t' -

oy .
delegntcd to the Commmncr w the sion t.ravélon the North;At.lam:‘.c suﬁu i

Secretary (21° CFR 2.90: 29 PR 471).':_‘”')3 mw period November .6 Wh
finds that. on: the basis of new evidence { February %, which travel is 0w nrohib-
of clinical experiedee. not svailabld until - ited during this period py the terms bf
after the New-Drug Appiicstion fot Neo- . the existfrig agreement. The fares, tbr
Barine was spproved, evaluated together travel harg been et at a level $35 higher
with the evidence avaflable wheh the than the, ¢urrent pxcursion fares, pro-
application was approved, the drug Neo- ducing a New York-London fare-af $335.
. Barine produces the same phystological However,: dxisting fares to Spain Wil be

effects as the administration of thyrold maintained. Existing restrctiohs.

O ita clinical uxe causes undesirable egainst trivel on weekends will be con-
thyrotoxic side effects, and that therefore’ Hnued dufing this period, except with
Neo-Barine is not shown.to be safefor use: Tespect to transportation purchased, and
under the conditions for use upan the: for which |[firm reservations vere:made,
basis of which the application wns ap- prior to Cictobe? 15, 1964, for travel o
proved. ... - i .., Spain andd Portugal o) i
The Commissioner further finds that' ' The
New-Drug Application 11-331 for Neo- offer reddded fares in the winter months
Barine contains untrud. statements of, when trafjcis ata minimum, and 'ample
material fact. in that there ars differ-: capacity piists t0.carry substantially th-
ences in the canditions of use prescribed, creased trafMc. The Board stresaed this
. re¢commended, or suggested by thd Bari- view, particularly since 'the evised fare
atric Corporation from the conditfons of structurs that became effective April
use stated in the application.j Such’ of this year did not include exgursibn
. differences conaist of clalms and fepre- fares a3 in preceding years:and, this,
sentations about the drug NearBarind would result inm an increase for many
that have never been tted ss.part Dpassengerd traveling in the winter. The
of the New-Drug Application-11-331 for Ne¥ Yor¥-London fare of $335 movides
Neo-Barine and about ;which Bariatric. & reducion of|{ $64 from {he normal
Cdrporation has nevetisubmitted sup- round-trip fare of:$399-and is lower than
porting data, ;o -4 & ﬂmsm;kcurzsimtnredfmstn&. The
Theretore, on the foregoing fSndingd Board wthid hdve favared still §. lower

of tact, the approval of New-Drug!Appli= fare as N means. of adequalblyjtesting
cation 11-331, applying to Neo-Barine, i the traffid4 gererating effects .of 2 Todk-
we

withdrawn. effective on the date.pf sig- bottom Pfice during the witer! How-

nature of this document.’ e leve) that the propostd fare,
. rent. " the t jet fare ever offered in the

~ Dated: October 22, 1964. it © winter, $ll afford some opportunity] to
o ‘ ' G“.,; P. Lax .o ::;t;hg nt_:ra;tmx “’t“’w"i?ﬂ. gedueed
. Comm:i::ior,m' o/gp?d and Z?Fuas. ;° Thbe achirvg purart to sectibns
|FR. Doc. 64-10839: Mied, Oct. 21, 1964} 102, 204(3> and 412 of the Ast) does hot

. v 8:48 1137 {7 . find theabove-described agtsement, in-
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‘Bbard hss urged the cargiers to.

corporated in JATA Besolutlon JT12:¢33:
080c, .to be adwerse $o the fublic inter-
est of in violation of the Act.

Accordingly, it is.ordered, That, Agrée-
ment C.AB. 17993i1s approved.

Any air carrier party to the agreement.
or;any interested person, may, within 15
days'from thei dste of service of this
ordep, submit séatzments in writing con-
taining reasons deemed agppropriate, to-
gether with supparting data, In support
of_or.in .pposition to the Board’s action
herein. An originalland mineteen copies
of the statemerts should be filed with the
Board's DockeliSection. The Board may
upon. consideration of any;such state-
ments filed, modify or rescind its actior
_heréin by mibsequent order. . °

This order Wwill be publjghed In th:
PFroxaal RICISTIR, v S

By. the Civil Aeronautics Board.

(szarl HaroLd R. BANDERSON,
o . - ' :"Secre!ary.
{PR. Doc. 64-10977: Piled. Oct. 27, 1264
| - 8:40 am.} .
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[Docxet No. 15353; om:er;z-zmay

INTERNATIONAL AIR TRANSPORT
. ASSCCATION:

Qrder Regarding Interllde Amange:
< ments Wah Non-lATA Carriers

* Adopted by the Civil Aerchiautics Boa:
at its offige in Was iD.C, on tr
23d-day of; October 1964. * %

Aireement adopted by e trafic cor
terehces: of tite: International Afr Tran:

- port Association relating 19 {nteriine a:

rangements with non-IATA carrier
Docket -No. 15353, Agreement CA.
17845 R85 through R-88. & =
There' has been filed with the Boar
pursuant to sectlon 412(a).0f the Feder
Avistion Act-of 1958 (the Aft) and Pa
261 of the Board’s Economis Regulatior
an agresmert between various air cs
riers, foreign| ai¥ carriers; and other ca
Hers embodied in the résditions of .

Alr- Transport  Associption (IAT.
adopted at meetings held®in Tokyo
June 1964, [The agreement, Which b
been assigned the aboye-designat
C.AB. Agreement number, samends 14
Resolutions §50 (Form of Interline Tra:
Agreemert) | and 851 (Interline Agrt
ments with Non-IATA Carrfers).
- The amendment to Resolution 8
.which sets fprth the rulesigoverning
terline arrangements 51.x bilateral r
tur® with nan-IATA carri¢rs, extends
Trfic Conference 1 and.all of “Tra
Conference. 3 existing pravisions apt
~sable’ In theMiddle East) Libys. Tuni
and India. which requir® adherence
Roh-IATA carriers to IATA rules ¢
practices. In addition, the revisions p
vide for the inispection Dy the IATA
forcement officer of the” fion-IATA ¢
rqier’s records ;and accounts and in
event or¥a_ fnding that the noo-IA
‘afrier has f3iled to adhers 1o the 1A
fares; fated, tharges, rulés; or practi
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