United States Patent

US009511016B2

(12) (10) Patent No.: US 9,511,016 B2
Oronsky et al. 45) Date of Patent: Dec. 6, 2016
(54) TOPICAL COMPOSITION FOR TREATING 6,730,667 B2 5/2004 Deagle et al.
PAIN 2002/0169195 Al* 11/2002 Kindness et al. ............. 514/406
2003/0082214 Al* 5/2003 Williams et al. ... 424/400
. 2005/0077497 Al* 4/2005 Anderson ... 252/299.1
(75) Inventors: %g?nNT..lOCrOI(l)sky, II(OS élto; 11:11115, CA 5005/0123619 Al 6/2005 Farrell
; INell L. OUronsky, Los 0S 2006/0280718 Al  12/2006 Roy et al.
Hills, CA (US); Arnold L. Oronsky, 2008/0102107 A1* 5/2008 Lewellyn et al. ............ 424/448
Los Altos Hills, CA (US)
FOREIGN PATENT DOCUMENTS
(73) Assignee: EpicentRx, Inc., Mountain View, CA
(US) EP 0325616 Bl * 7/1994 ... A61K 9/0014
WO WO 89 11851 * 12/1989
(*) Notice: Subject to any disclaimer, the term of this %8 W“(/)O9g/51/12?4613 i} 2;}33?
patent is extended or adjusted under 35 WO WO 00 44367 *8/2000
U.S.C. 154(b) by 1152 days. WO WO0-01/87234 A2 11/2001
WO WO0-01/87234 A3 11/2001
. WO WO0-2005/041988 Al 5/2005
(21) Appl. No.: 11/851,241
(22) Filed: Sep. 6, 2007 OTHER PUBLICATIONS
(65) Prior Publication Data Diathermy.\’\./ebsite.pdf (http://www.uihealthcare.com/topics/
sportsmedicine/spor3327.html accessed Nov. 4, 2009).*
US 2008/0311167 Al Dec. 18, 2008 Dworkin, R. H. et al. (2007) Pain. 132; 237-251.%
Loeser, J. D. et al. (2008) Pain. 137; 473-477.*
A Mayhew, M. S. (2008) J. Nurse Pract. 466-467.*
Related U.S. Application Data Goodman & Gilman’s, 10th ed., p. 587, col. 1, lines 48-53.%*
. P Napke, E., et al., Excipients and additives: hidden hazards in drug
(60) ?;0\;1(5)1)07na1 application No. 60/943,552. filed on Jun. products and in product substitution, Can. Med. Assoc. J. (Dec. 15,
) . 1984) pp. 1449-1452 *
Adams-Graves, P. et al. (1997). “RheothRx (Poloxamer 188) Injec-
(51) Inmt. CL tion for the Acute Painful Episode of Sickle Cell Disease: A Pilot
AG6IK 31/23 (2006.01) Study,” Blood 90(5):2041-2046.
A6IK 31/56 (2006.01) International Search Report mailed on Apr. 9, 2009, for PCT
Application No. PCT/US2008/084062, filed on Nov. 19, 2008, five
AG61L 15/16 (2006.01) pp
pages.
A61P I/14 (2006.01) Written Opinion of the International Searching Authority mailed on
A61P 11/08 (2006.01) Apr. 9, 2009, for PCT Application No. PCT/US2008/084062, filed
AG6IP 25/00 (2006.01) on Nov. 19, 2008, six pages.
A6IK 9/00 (2006.01) Levy and Zochodne “Local Nitride Oxide Synthase Activity in a
A61K 31/685 (2006.01) Model of Neuropathic Pain,” Fur. J. Neurosci. 10(5):1846-(1998).
AGIK 31215 (2006.01) Walsh, “S_afe_:ty and efﬁca_cy of topical_nitrog_lycerin for treatment of
01 200 6. 01 vulvar pain in women with vulvodynia: a pilot study,” http://www.
A6IK 31 ( 01) ourgyn.com/content/index2.php?option=com__content&do__pdf=1
AGIK 31/045 (2006.01) &id=16, accessed Oct. 24, 2007.
A6IK 31/19 (2006.01) Dodd, V. et al. (Jul. 2003). “Comparing the Use of Hydrogel
(52) U.S.CL Dressings to Lanolin Ointment With Lactating Mothers,” J. Obstet.
. Gynecol. Neonatal Nurs. 32(4):486-494.
CPC . A61K.9/0014 (2013.01); A61K.9/0009 International Search Report mailed on Sep. 25, 2008, for PCT
(2013.01); A61K 31/215 (2013.01); AGIK 5 fication No. PCT/US2008/007354, filed on Jun. 11, 2008, three
31/685 (2013.01); A61K 31/01 (2013.01); pages.
AG6IK 31/045 (2013.01); A61K 31/19 (Continued)
(2013.01); 461K 31/23 (2013.01); A6IK 31/56
. . . (2013.01) Primary Examiner — Bethany Barham
(58) Field of Classification Search . . L
None Assistant Examiner — Dominic Lazaro
See application file for complete search history. (74) Attorney, Agent, or Firm — Goodwin Procter LLP
57 ABSTRACT
(56) References Cited S
Topical compositions having as the active ingredient a lipid,
U.S. PATENT DOCUMENTS fatty acid ester, natural wax, sterol, or combinations thereof
4361585 A 111982 Edward referred to herein as “lipophilic vehicle” or “LV” and
> ) wards . .
4405616 A * /1983 Rajadhyaksha ... AG1K 8/4906 method.s of use, have been developed for. the amehorathg or
514/212.03 prevention of pain or the sequelae of pain. The composition
5260313 A * 11/1993 Frome .......cccoccovvvrrnnn 514/552 may be in the form of an ointment, cream, gel, lotion, spray,
5,538,740 A *  7/1996 Abad ... 424/547 foam, paste, patch, suspension or dispersion. The composi-
5,885,597 A 3; 1999 BOtknl"Cht et al. tion is variably effective to treat visceral, somatic and
2’%5%23 ﬁ 1(7) éggg Fi(r)issstibal neuropathic pain both acute and chronic as well as muscle
6:528:076 B2*  3/2003 Small oo 424/401 pain and stiffness and joint pain and stiffness.
6,719,986 B1* 4/2004 Wohlrab A61K 8/068
424/401 24 Claims, No Drawings



