wO 2006/072093 A3 |10 0 0V R A

A nmet hod f or

reducing nortality associated wth GvVHD
by treating the patent with an oral
i nvol ves co-adm ni stration of:

BDP regi nen t hat
1) a high dose of

(1DINIERNSTOBAL SRRDICATIONPURIARTDADNPER THE PEREOUTCODBERISGN TREATY (PCT)

19) “galgg%ggmzmipﬁgbgg%%n SE )‘
or

aout 4

\,,7 4

@9 SterntihEPb i@ iGN S adn]

over the follow ng 7

ment dose of abou

0 HIlIIIIIIIiIHIIIIHIIlIMIIIIIIIIIIHH#HIIHHﬂlﬂltIIIIIIII|I|II||||I|I|I|||III|||||II|
g. . for about

ter ed (10151 nb@hzhmhmﬂicaﬁ@ Number

I elogane2086 (h672606)C coat edP ﬁpaf ati ogo A06/R72093 A3

(51) Iftemitropbictdlassiicglor: t ranspl ant aBhOPksifaiell Swedutdys F@ivtle indicated, for every

Af’@giffﬁé?f"’ﬁ W significant reduction A opyaiore peedivrarahba):
200 _days after the st@g‘%

(21) Interna?mnale
reat ne

tpEcatl

PCT/US2005/047666

(22) International Filing Date:
30 December 2005 (30.12.2005)

(25) Filing Language: English

(26) Publication Language: English
(30) Priority Data:

60/640,178 30 December 2004 (30.12.2004) US

(71) Applicant (for all designated States except US): DOR
BIOPHARMA, INC. [US/US]; Lincoln Building, Suite
435, 1691 Michigan Avenue, Miami, FL. 33139 (US).

(72) Inventors; and

(75) Inventors/Applicants (for US only): McDONALD,
George, B. [US/US]; 1815 102nd Place Southeast, Belle-
vue, WA 98004 (US). STERGIOPOULOS, Nicholas
[US/US]; Apartment 2706, 1541 Brickell Avenue, Miami
Beach, FL 33139 (US). KANZER, Steve [US/US]; 300
South Point Drive, Miami Beach, FL. 33139 (US).

(74) Agent: CATALYST LAW GROUP, APC; 9710 Scranton

Road, Suite 170, San Diego, CA 92121 (US).

E, AG, AL, AM,
%Bé?% G, BR, BW, BY, BZ, CA, CH, CN,
K, DM, DZ, EC, EE, EG, ES, FI,
GB, GD, GE, GH, GM, HR, HU, ID, IL, IN, IS, JP, KE,
KG, KM, KN, KP, KR, KZ, LC, LK, LR, LS, LT, LU, LV,
LY, MA, MD, MG, MK, MN, MW, MX, MZ, NA, NG, NI,
NO, NZ, OM, PG, PH, PL, PT, RO, RU, SC, SD, SE, SG,
SK, SL, SM, SY, TJ, TM, TN, TR, TT, TZ, UA, UG, US,
UZ, VC, VN, YU, ZA, 7ZM, ZW.
(84) Designated States (unless otherwise indicated, for every
kind of regional protection available): ARIPO (BW, GH,
GM, KE, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG, ZM,
ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM),
European (AT, BE, BG, CH, CY, CZ, DE, DK, EE, ES, FI,
FR, GB, GR, HU, IE, IS, IT, LT, LU, LV, MC, NL, PL, PT,
RO, SE, S, SK, TR), OAPI (BF, BJ, CF, CG, CI, CM, GA,
GN, GQ, GW, ML, MR, NE, SN, TD, TG).

Published:

—  with international search report

(88) Date of publication of the international search report:
22 March 2007

Fortwo-letter codes and other abbreviations, refer to the "Guid-
ance Notes on Codes and Abbreviations” appearing at the begin-
ning of each regular issue of the PCT Gagzette.

(54) Title: TREATMENT OF GRAFT-VERSUS-HOST DISEASE AND LEUKEMIA WITH BECLOMETHASONE DIPROPI-

ONATE AND PREDNISONE

)
3

=]
3
i

p=0.1177

Prababi | ity
I
8

o
©
&

0.00

12? Placebo

BOP

0 5 10 15 20 25 30 35 40 45 50 55

Days since randomization

110 11-20

BDP 8162 350

Placebo 487 8161

21-30 3140 41-50
447 242 1738

9150 4141 5/36

{Hevents/Hat risk)

(57) Abstract: A method for reducing mortality associated with GVHD by treating the patent with an oral BDP regimen that in-
volves co-administration of: 1) a high dose of prednisone (about 1-2 mg/kg/day) for about 10 days, which is then tapered rapidly
over the following 7 days to a physiological replacement dose of about 0.0625 mg/kg/day for the remainder of the treatment, and
2) about 4 - 12 mg oral BDP q.i.d. for about 50 days, where the BDP is administered in both immediate release and enteric coated
preparations. Another method is for treating leukemia by performing hematopoietic cell transplantation followed by said regimen.
A significant reduction in patient mortality is observed 200 days after the start of these treatments



