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The Division of Neurology at Cooper University Hospital is seeking patients with myasthe-
nia gravis. Patients are being asked to participate in a research study involving memory
function in patients with MG. Participants will be compensated for their time. No blood
work or procedures are involved. To find out more information, please contact Dr. Joseph
Campellone at (856) 342-2445.




PAGE 2 THE FLASH

Accentia Biopharmaceuticals acquires worldwide
exclusive license to Revimmune

Revimmune uses an approved drug license advances the Company's  missions, there is substantial evi-

in a new paterpending method to  strategy of acquiring late stage dence that Revimmune has the po-
eliminate autoimmunity drug candidates that can benefit  tential to cure cases of severe re-
In clinical studies for the lead indi- from the 505(b)(2) regulatory path- fractory autoimmune diseases such

way. Revimmune uses an ulra as aplastic anemia and myasthenia
high intensity, shortourse of an gravis. Accentia's lead indication
intravenous formulation of an ap-  for Revimmune is multiple sclero-
proved drug (cyclophosphamide), sis (MS).

in a new paterpending method 1o g principal Investigator for the

o ] "reboot" a patient's immune sys- ongoing MS study with Revim-
Accentia Biopharmaceuticals, Inc.  tem, thereby eliminating the auto- mune at Johns Hopkins University

(NASDAQ: ABPI) has acquired immunity, whereas current thera-  School of Medicine is Dr. Douglas
the exclusive worldwide rights for  pjes including oral cyclophos- Kerr, Associate Professor of Neu-
Revi mmuneEpendng p a tpkafhible are used chronically to try rology. Dr. Kerr stated: "Based on
pharmaceutical treatmentin late 5 syppress the inflammation of ~ follow-up of up to 2 years, most
stage development for a variety of g t0immunity. Based on loigrm  people have a substantial improve-
autoimmune diseases. The in follow-up showing complete re- (Revimmune Continued on page 3)

cation of multiple sclerosis (MS),
Revimmune improves function in
most patients and stops progres-
sion in over 90% of cases refrac-
tory to standard therapies.

Researchers discover new molecular path to fight
autoimmune diseases

Multiple sclerosis, diabetes, and in order to fight autoimmune dis- pr ocess since FQO
arthritis are among a variety of eases," says senior author Mark  almost five years ago.

autoimmune diseases that are ag- Greene, MD, PhD, the John Eck-

gravated when one type of whi
blood cell, called the immune

regulatory cell, malfunctions. |
humans, one cause of this mali#*

function is when a mutation in :
the FOXP3 gene disables the
i mmune cell sé the FOXP3 protein in associa-

In a new study published online tion with another set of en-
this week in thdroceedings of Human regulatory T cells viewed using fluoresZYMes called histone acetyl
the National Academy of Sci-  ¢cence microscopy after immunostaining (left). transferases that modify the
encesresearchers at the Univerroxp3 protein stained by asiOXP3 antibody & O Proteins. _

sity qf.PennsyIvgnla School of \yithin one regulatory T cell (right). Credit: Kathl found that when the histone
Medmme have discovered how ryn T. lacono, University of Pennsylvania Schdsietv! transferase-_s are turned
to modify enzymes that act on of Medicine: on, or when the histone deace-
the FOXP3 protein, in turn mak- ’ tylases are turned off, the im-
ing the regulatory immune cells mune regulatory cells work better
work better. These findings have man Professor of Pathology and  and |onger. As a consequence of
important implications for treating L aborat ory Medi C the action of the acetylating en-
autoimmunerelated diseases. been little understanding about how zyme, the FOXP3 protein functions
"We have uncovered a mechanism the FOXP3 protein actually works.” tg turn off pathways that would

by which drugs could be developed First author Bin Li, PhD, a research |gad to autoimmune diseases.

to stabilize immune regulatory cells associate in the Greene lab has
been working on elucidating this (FOX3 Continued on page 4)

Li discovered that the FOXP3
protein works via a complex
set of enzymes. One set of
those enzymes are called his-
tone deacetylases, or HDACs.
These enzymes are linked to

XP3
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Executive Director Message

Just recently 160
newly diagnosed MG patients.
Every time | speak with a new pa-
tient | canot
felt when | discovered | had MG.

Frustration, sadness and even relief

were just some of the emotions |
experienced and come to think of
it stil]l feel

way | 6ve had
triumphs. But as each year passes,
candét help but
better quality of life for everyone
who is made to suffer from this dis-
ease. l'tdés with

port that we can make ourselves August 13 we 61 |

stronger.

As the warm weather approaches,MG Golf Outing followed by our derful people along the way whao

we head into our all important fund-
raising season with the kick off of
the Tenth Annual MG WalA-
Thon set for Saturday, May 42
Once again, we 0|
and Trader

hel

|t
since my diagnosis and along the
S 0ome

S emce agairegubsting the Governori$210,G0G dver the past nine year

J 0 e 6 s worksdfar @ repeanthistyeg d
provide free snacks, refreshmentsOn a personal note, the Tenth An
and sandwiches for the participants.
As June approaches, the Chapter isstone year for me. The idea of or-

THE FLASH

vV € s e waniziagl the MG WalA-Thon
came to me ten years ago while
was suffering in ICU from a set
babko dustlfive months later, with
just $100, time, effort and determi;
nation a little more than 100 peoplé
attended that first MG Walk taking
in $11,000. Since that first year thg
y e afunslraiser has grown tremendousl
with close to 300 walkers attending

(0]

%

S e D a C.
| Kelley A. DeVincentis I n fact We b v e
and all 566 municipalities to pro- collectively. More importantly
claim June as Myasthenia Gravisve 6ve capturedi p
awareness menthn Additiodaftgl  raising awareness through multiple
o n ¢ e facetsy mdluging PN, newspapers

hosting our annual Fifteenth Annualand wor d of mout

D

Seventh Annual MG Si-Thon on care to listen to my plight and help
September 23 As you can seé lend a hand. | truly mean it when
we have a very active year aheadot ay t hat every s
us. Due to the success of our Noto Ten Years of Progress & Hope!
vember hurchegnppianseate dnetlee s

t Relley A. DeVincentis

. : Executive Director & a Myasthenic
nual MG WalkA-Thon is a mile- y

(Revimmune Continued from page 2)

ment and many have a complete
elimination of disease activity." The
co-Principal Investigators on this
study are Dr. Daniel Drachman and
Dr. Robert Brodsky.

The Revimmune license covers all
of the estimated 80 autoimmune
diseases that are currently recog-
nized. These include multiple scle-
rosis, systemic lupus, juvenile dia-
betes mellitus, rheumatoid arthritis,
Crohn's disease, myasthenia gravis,
and scleroderma. To date, over 175
patients, mostly those with severe
refractory autoimmune diseases,
have been treated with Revimmune.
The Company believes that Revim-
mune is a "platform" technology

that can be used in any autoimmuneammunity, while selectively sparing
disease. the stem cells in the bone marrow.

Revimmune can be administered aslnvestigators at Hopkins discovered
an inpatient or outpatient infusion ~ that stem cells uniquely have high
for 4 hours per day for 4 consecu- levels of a particular protective en-
tive days. Patients can recover at Zyme that can be measured in ad-

home while their immune system  Vvance of therapy, which makes
reconstitutes itself over a 2 to 3 them impervious to Revimmune,

week period. Revimmune includes and allows the surviving stem cells
a risk management program to to give rise to the new immune sys-
enhance patient safety by ens_uring tem over 2 to 3 weeks. The newly
appropriate patient selgctlon, SUP-  reconstituted peripheral immune
portive care, and tracking of out- system typically lacks the misdi-
comes data. rected immunity to seléntigens,
Developed by Dr. Richard Jones, which is characteristic of autoim-
Dr. Robert Brodsky, and colleagues mune diseases.

at the Johns Hopkins University
School of Medicine, Revimmune  girateqy of developing latstage,
works by temporarily eliminating  »gjisryptive” clinical products based

peripheral immune cells, including 4, already approved active pharma
the immune cells causing the auto- (Revimmune Continued on page 4)

"Revimmune complements our

a n dlast year and raising over $25,000.

t ep
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(Revimmune Continued from page 3)

ceutical ingredients. This product
strategy is the basis of our lead
product, SinuN-
aseE, ir
the active phar-
maceutical ingre
dient is the ap-
proved antifun-
gal, amphotericir
B, and which we were able to ad-
vance directly into a Fast Tracked
Phase 3 clinical trial for chronic si-
nusitis," said Dr. Frank E. O'Don-

Revimmune offers the hope of
sustained remissions and cures for
autoimmune diseases

we believe are more toxic, carcino-

genic, inadequate, inconvenient, andsupportive care, and tracking of out

very expensive, especially in the
case of monoclonal antibodies. Re-
vimmune's use
would also obvi-
ate the risk and
expense of al-
logeneic (donor)
stem cell trans-
plantation to treat
severe cases of autoimmune dis-
eases. After consultation with the
FDA, Accentia is preparing an IND

for severe refractory multiple sclero- Frank E. O'Donnell Jr. is a managin
nell, Jr., Chairman and Chief Execu- sis and is proposing to enter Phase 3partner of HCG 1. More details of

tive Officer of Accentia Biopharma- clinical trials to support licensure

ceuticals. "Revimmune offers the

hope of sustained remissions and ~ way, which is an abbreviated regula- fjljated with The Johns Hopkins Unit
cures for autoimmune diseases sucl tory process available when dealing yersity.

as MS, thereby eliminating, or re-
ducing dependence on chronic im-
munosuppressive therapies, which

under the 505(b)(2) regulatory path-

with approved active pharmaceutical
ingredients. The IND incorporates a
novel risk management program to

THE FLASH

ensure appropriate patient selection,

comes, which we believe will be
critical to reimbursement coverage
and malpractice protection for
healthcare providers."

The technology is being licensed
from Revimmune, LLC, a Hopkins
Capital Group Il LLC (HCG II) port-
folio company, which holds the ex-
clusive license for the technology
from the Johns Hopkins University.
HCG Il had been exploring a licens
to the technology since 2003. Dr.

D

the license can be found in the Com
pany's 8K filing. HCG Il is not af-

A

(FOX3 Continued from page 2)

"I think this simple approach will

revolutionize the treatment of auto-

"Before this work, FOXP3 was
thought essential for regulatory T
cell function, but how FOXP3
worked was not known," says Li.

immune diseases in humans becaus&Our research identifies a critical
we have a new set of enzymatic drugnechanism. Based on this mecha-

targets as opposed to the non

nism, treatments could be developedchen are now extending this re-

specific therapies we now use," saysto modulate this regulatory cell

Greene. Nosspecific therapies in-

clude the use of steroids and certainIn this line of investigation, we have goyrce: University of Pennsylvania

chemotherapyike drugs that act on

population.”

learned how to turn on or off this

many cell types and have significant regulatory immune cell populatign

side effects.

which is normally needed to prevent
autoimmune diseasédusing drugs

that are approved for other purpose
but work on these enzymes" notes
co-author Sandra Saouaf, PhD, a
research associate at Penn.

Li, Greene, Saouaf and Penn col-
leagues Wayne Hancock and Youhai

%)

search directly to several mouse
models of autoimmune diseases.

School of Medicine.
Hitt

Wild Vs. Lab Rodent Comparison Supports Hygiene

Hypothesis

MARCH 2, 2007

In a study comparing wild rodents
with their laboratory counterparts,
researchers at Duke University

Medical Center have found evidence¢ The prevailing hypothesis concern- during everyday life by the host of
that may help to explain why people iNg the development of allergy and  microbes commonly found in the

in industrialized societies that
greatly stress hygiene have higher
rates of allergy and autoimmune

diseases than do people in less devehkave higher rates of allergy and per

oped societies in which hygiene is
harder to achieve or considered less
critical.

probably autoimmune disease is the
"hygiene hypothesis," which states
that people in "hygienic" societies

haps autoimmune disease because
they- and hence their immune sys-
tems- have not been as challenged

environment.
The study suggests that an overly

(researchers at DukeContinued on page 5)
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