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ACCESSION NUMBER: 1998:560 IMSRESEARCH
SOURCE: R&D Focus, (10 Jul 2000)
GENERIC NAME: iobitridol
REFERENCE: INN
LABORATORY NAME: 607
TRADE NAME: XENETIX
CHEMICAL NAME: N,N'-bis(2,3-dihydroxypropyl)-5-[[3-hydroxy-2-
(hydroxymethyl) - 1-oxopropyllamino]-2,4,6-triiodo-N,N'-
dimethyt1,3-benzenedicarboxamid e
CAS REGISTRY NO.: 136949-58-1
STRUCTURE:
ﬁ' 0 Me
HO  CHp TH_C_N C—N—CHz—CH—CH?
HO—CHa
I I OH
ﬁ—rr—CH;g—CH— CH2— OH
0O Me
DERIVATIVE(S): 136949-58-1 iobitridol
CLASSIFICATION: T1A Low Osmolar Angio-Urography
INDICATION: diagnosis
ACTION: contrast medium; x ray contrast medium

HIGHEST DEV. PHASE: Marketed (80)

LATEST INFORMATION: lobitridol (XENETIX) has been launched in Belgium by
Guerbet as a contrast medium for use in X ray
uro-angiography.

CURRENT DEVELOPMENT STATUS:

Type | Status |Stage | Region

+ + +

Highest |Marketed 180 !

Phase | H !
+ + +

Phase |Marketed H IFrance
+ + +

Phase |Marketed H \Brazil
+ + +

Phase |Marketed H 1Argentina
+ + +

Phase |Marketed H 1ISweden
+ + +

Phase |Marketed H 1Switzerland
+ + +

Phase |Marketed H INetherlands Antilles
+ + +

Phase |Marketed H iPortugal
+ + +

Phase |Marketed 1Germany, Federal

IRepublic of

+ + +

2004.2



IALL « )
Phase |Marketed H 1Belgium
+ + +
Phase |Phase ll H iUnited States
+ + +
Phase |Phase ll H 1Japan

COMPANY INFORMATION:
Type iCompany |Nationality
+ +
Originator \Guerbet |France
+ +
Assignee \Guerbe  t

PATENT SUMMARY:
Product: EP 437144 B 1994, priority FR 106 1990, designating 14 states.
Equivalents identified in 19 countries.

COMMERCIAL SUMMARY:

Guerbet has launched its nonionic low osmolality contrast imaging agent,
iobitridol, in France, Switzerland, Netherlands, Portugal, Brazil,

Argentina, Germany, Belgium (Guerbert, MAY 2000) and Sweden. The product
also has been granted approval in Europe. lobitridol is indicated for use

in X ray uro-angiography. In 1993, Guerbet signed an agreement with an
undisclosed company for development of the agent in Japan. Phase Il trials
have been completed in Japan. In the USA, phase Il studies are under way
and the company is seeking a partner to launch the product in that market
(JUN 1994).

SCIENTIFIC SUMMARY:

lobitridol appears to act in the same way as other urographic and
angiographic contrast media, ie, as a tracer of extracellular fluid. In

rats imaged using a quantitative autoradiographic method after intravenous
administration of iodine 125-labeled iobitridol (300 mg iodine/kg),
radioactivity is rapidly distributed, with marked uptake in the thyroid,
kidneys, and skin after 10 min. There is no uptake in the CNS (Trocheine,
S. et al, EMBASE: 95282862). The radioactivity is rapidly eliminated

within 24-48 h except in the thyroid.

DEVELOPMENT HISTORY:

MAY 2000 Marketed, Belgium.

JUL 1996 Marketed, Germany, Switzerland.

1995 Recommended, Europe. Marketed, Brazil, Argentina, Sweden,
Netherlands, Portugal.

OCT 1995 Registered, Europe.

JAN 1995 Marketed, France.

OCT 1994 Registered, France.

JUN 1994 Pre-registration, France. Available for licensing USA.
Phase II, USA, Japan.

1993 Phase Ill, Europe.

DEC 1990 Priority product patent application filed, France.

ABSTRACT(S):

Records selected from EMBASE, copyright 2001, and used with permission of

Elsevier Science B.V., Amsterdam. AUTHORS: MEYER D.;FOUCHET M.-H.;PETTA
M.;CARRUPT P.-A,;GAILLARD P.;TESTA B. AUTHOR'S ADDRESS: GUERBET GCA, P.O.
BOX 50400, F-95943 ROISSY CEDEX TITLE: STABILIZATION OF THE HYDROPHILIC
SPHERE OF IOBITRIDOL, AN IODINATED CONTRAST AGENT, AS REVEALED BY
EXPERIMENTAL AND COMPUTATIONAL INVESTIGATIONS JOURNAL: PHARM. RES. 1995
12/11 (1583-1591) EMBASE NUMBER: 1996002164 Single copies of the full text
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of the above records are generally available from EMDOCS. To place an
order, call +1-800-282-2720 or +1-303-758-1332, fax +1-303-758-1099, or
email emdocs@mail.uncoverco.com

11DE ( )

ACCESSION NUMBER: 1998:562 IMSRESEARCH

SOURCE: R&D Focus, (27 Nov 2000)

GENERIC NAME: prasterone; dehydroepiandrosterone; DHEA
REFERENCE: INN

LABORATORY NAME: GL 701; NBI 106; PB 007

TRADE NAME: ASLERA; ASTENILE; DEANDROS; DIANDRON
CHEMICAL NAME: (3beta)-3-hydroxyandrost-5-en-17-one

CAS REGISTRY NO.: 53-43-0

STRUCTURE:

HO
DERIVATIVE(S): 53-43-0 prasterone
CLASSIFICATION: G3B Androgens Excluding G3E, G3F; N7D9 All Other

Anti-Alzheimer Products; C1D Coronary Therapy
HIGHEST DEV. PHASE: Pre-registration (60)

COMPANY INFORMATION:

Type i Company 1 Nationality iCorporation | Region
+: + +: +
Originator 1Jenapharm 1Germany, iSchering AG |
| |Federal i H
1 iRepublic of ' H

+ + + +

iPharmadigm  |United States ' H

+ + + +

Licensor 1Stanford iUnited States ' isystemic lupus
iUniversity H ' ierythematosus
+: + +: +
Licensee : iGenelabs iUnited States ' \Worldwide
licensor 1 H ' \(SLE)
+ + + +
Sub-licensee iWatson iUnited States iNorth America

i(SLE)

LICENSING CONTACT:

Martin M McGlynn, President and Chief Executive Officer, Pharmadigm Inc,
2401 Foothill Drive, Salt Lake City, UT 84109-1405, USA,; Tel: +1 801 464
6100; Fax: +1 801 464 6116; Email: mmcglynn@pharmadigm.com

2004.2
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IDETAB 1-5
ANS |[CAS Reg.No. | Compound Name i Class
==== +: -+
1 ]161968-03-2 |AF 2968 INBA
+ + +
2 1200940-22-3 |SB 243213 IN6A; N5C
+ + +
3 ]178482-61-6 |EF 7412 IN7X; NBA;
| i iL1X
+ + +
4 169542-93-4  |pivagabine; PG 2; TONERG IN6A
+ + +
5 ]165377-44-6 |SA 4503 IN6D; N6A
CCTAB 1-5
ANS | Class H Compound iHighest Phase | Originator
———— & + -+ +:
1 IN6A 1AF 2968 iPhase | 1Angelini
2 IN6A; N5C |SB 243213 iPhase | 1SmithKline Beecham
3 IN7X; N6A; |EF 7412 iPreclinical ICEPA
iL1X i i i
4 IN6A ipivagabine; PG 2; iMarketed 1Angelini
i I.TONERG | q
5 IN6D; N6A |SA 4503 iPreclinical 1Santen
COTAB 1-5
L13  File IMSRESEARCH COPYRIGHT 2004 IMSWORLD on STN
ANS | Company i Compound iClass |Highest Phase |Type
==== +: -+ -+ +:
1 }Angelini IAF 2968 IN6A  |Phase | iOriginator
------ + + + + +
2 1SmithKline 1ISB 243213 IN6A; |Phase | iOriginator
1Beecham H INSC | |
------ + + + + +
1SmithKline H | H 1Assignee
1Beecham H | H |
------ + + + + +
3 |ICEPA IEF 7412 IN7X;  |Preclinical iOriginator
i i INBA; | i
i i X i
------ + + + + +
iComplutense | | H 1Assignee
iUniversity H | H |
------ + + + + +
4 |Angelini ipivagabine; PG IN6A  Marketed iOriginator
' 12; TONERG i ' i
------ + + + + +
5 |Santen I1ISA 4503 IN6D;  Preclinical 1Originator
i i iIN6A | i
------ + + + + +
1Santen H | H 1Assignee
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