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GAP Study: Novel IGIV Therapy Now Available at Georgetown

What is IGIV and how can it help in Alzheimer's disease (AD)? IGIV stands for intravenous immu-
noglobulin, which is purified from pooled plasma from the blood of healthy human donors. I1GIV con-
tains antibodies that help the body's immune system fight infections and other ilinesses. Immuno-
therapy is an increasingly attractive target for developing new drug therapies for AD.

Immunotherapy also helps the body eliminate the toxic protein in the brain called amyloid which plays an
essential role in the development and progression of AD. Completed Phase | and Phase |l studies have
shown positive results in the body’s ability to remove these toxic proteins after infusion of IGIV. These
studies have also shown improvement in certain cognitive measures. This suggests that treatment with
IGIV may be able to interrupt the processes involved in the development and progression of AD.

Infusion of IGIV is considered passive immunization, which means giving the antibodies instead of requiring the
body to produce its own (called active immunization). One advantage of passive immunization is the reduction
of potentially serious side effects which have occurred in trials of active immunization. A disadvantage of pas-
sive immunization is the need for frequent infusions (every two weeks). IGIV is very safe and has been used in
clinical practice for more than 25 years to treat a variety of disorders, including immunodeficiency and autoim-
mune diseases. Thus, the safety of IGIV is well-established from experience with hundreds of thousands of pa-
tients worldwide.

This is the first 9-month study to evaluate the potential therapeutic benefits of IGIV in subjects with mild to moder-
ate dementia due to AD. The study continues up to 18 months to evaluate possible long-term benefits. This study
will also include biomarkers of AD to gain a better understanding of underlying disease mechanisms. This is a
Phase il study of 360 subjects enrolled at many sites in the U.S., including Georgetown University. The study will
consist of two dosage groups and a placebo group, so approximately two-thirds of enrolled participants will re-
ceive IGIV. If you are interested in learning more about the GAP study, please call Alice Brown, NP at (202) 687-
8117 or Anne Schultz at (202) 687-8800. Written by Alice Brown, RN, MSN, NP

MDP Logo Design Competition

Are you creative? The Memory Disorders Program wants your help in designing a pro-
gram logo. Submit a design proposal, following the guidelines listed below. The contest
winner will receive $200 dollars. The winning design will be used in the Memory Disor-
ders Program websitc, newsletter, and other publications. Please submit all entries by Au-
gust [, 2009. All submissions are welcome.

e Use any medium (i.c. hand drawn, graphically designed, collage, etc) Inside this issue: N
. Wel .
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_ A Warm Welcome to Alice Brown, NP!

The Memory Disorders Program is pleased to welcome Alice Brown, RN, MSN, NP. Alice
joined us in January 2009 from the Alzheimer's Center at Albany Medical Center. There, she

was involved in clinical practice, case management, and research. She received her Masters of
Science in Nursing in 1995 from Sage Graduate School in Troy, NY and her Bachelors of Science in Nursing in
1986 from Russell Sage College. Alice's career has focused on geriatrics, long term care and dementia related ill-
nesses. She is certified by the American Nurses Credentialing Center; she is a long standing member of the Ameri-
can Academy of Nurse Practitioners. We are very excited and grateful to have such an outstanding clinician join
our team.

Minorities and Research: The Power 1is in Your Hands
Written by Patrycja Zielinska, RN, MSN, NP

Minority recruitment in clinical trials poses many challenges. By definition, minority groups include those who
are Hispanic or Latino, African-American, American Indian or Alaska Native, Asian, and Native American or
Other Pacific Islanders. Minority enrollees respond differently to some medications compared with Caucasians,
and certain diseases affect minorities differently than Caucasians. Therefore it is critically important to include
minorities in research studies.

So why don'’t researchers do a better job of recruiting minorities? There are several

/‘ ‘ \ barriers that result in minorities being under-represented in clinical research studies.
Without minority Unfortunately, these include fear and mistrust of research and researchers. Many of
participation, us are familiar with the Tuskegee syphilis experiment of the mid-20th century. In this

study, doctors withheld treatment from Africa-American men with syphilis to better un-

romising new
P 9 derstand the disease.

drugs cannot “The legacy of Tuskegee is now etched on the landscape of clinical research. In 1932,
ensure safety and U.S. Public Health Service doctors enrolled 399 African-American men in a study de-
signed to observe the natural progression of untreated syphilis. At the time, most treat-
ments for syphilis were ineffective and dangerous. But by the late 1940's penicillin had

whole population.” | become the standard treatment for syphilis. Yet the study, inexcusably, continued until
\_ _/ 1972". (The Washington Post, October 2008).

Partly as a result of this study, we now have additional safeguards incorporated in clinical research.
Federal laws mandate approval and monitoring of research by review boards such as the IRB (Institutional Re-
view Board). This board consists of medical professionals, health advocates, and members of the community to
ensure that all clinical studies are carried out in an ethical and safe manner. Also, prior to enrolling in a study,
an informed consent form must be reviewed with the participant (and often one or more family members) so
that all possible risks and benefits of the study are clearly spelled out. Participation is always voluntary. If the
participant no longer feels comfortable continuing with the study--for any reason--that individual may withdraw

at any time.

efficacy in the

Without minority participation, promising new drugs cannot ensure safety and efficacy in the whole
population. If Caucasians are the majority enrolled in a clinical trial then clinical information will only be based
on their data and may not apply to other ethnicities and races. The possible risks and benefits of a newly-
approved medication will then be unknown in minority populations. Together, we hope to ensure that minorities
are included in clinical research. Ultimately, the power to contribute and take part in clinical research is in your

hands.
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{IN THE NEWS

Dimebon has been in the

news recently as a potential treatment
for Alzheimer’'s disease (AD). Dime-
bon is a drug previously used in Russia
as an antihistamine. Its mechanism of
action is not completely known, but it
appears to work by stabilizing mito-
chondria (the energy factories inside
the cells) as demonstrated in pre-
clinical studies. It is taken in the pill
form three times a day and was well
tolerated in Phase II trials.

A Phase 11 clinical trial of 183 subjects
with mild to moderate AD at 11 sites
in Russia was sponsored by Mediva-
tion, Inc.; results were presented to
researchers and clinicians at the June
2008 ICAD (International Conference
on Alzheimer’s disease). Results of

Written by Kathleen Johnson, RN, MSN, NP

this one-year randomized double blind
placebo-controlled trial, followed by a
six month open label extension study
of patients with mild-to-moderate AD,
showed treatment with Dimebon led to
linically important and statistically
ignificant benefits in cognition and
memory, activities of daily living, and
behavior. Larger Phase 111 trials must
be completed and must show benefit
before FDA approval can be obtained
for use of Dimebon as an AD treat-
ment.

The CONCERT Study, a Phase Il
confirmatory clinical trial, is underway
in the U.S. and the Georgetown Uni-
versity  Memory Disorders Program
has been selected to participate.

C
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It’s Our Birthday!
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CONCERT is a double-blind placebo-
controlled study. Participants will have
a two thirds chance of receiving study
drug. Participating subjects will have
the option of continuing in an exten-
sion study where everyone enrolled
will receive the study drug until mar-
keting approval. Subject enrollment at
Georgetown University is expected 1o
begin in June 2009.

For more information about this
study, please call Kathleen Johnson,
NP at (202) 784-5556 or Mary Steven-
son at (202) 687-3355.

The Memory Disorders Program is cele-

brating its 10th anniversary in 2009.
Thanks to all of the participants and
caregivers who make our work possible!

RESEARCH TRIALS RECRUITING AT GEORGETOWN

Study Name/ Required Diagnosis Key Inclusion/Exclusion Study Duration/ Number Contact
Sponsor of Visits
ACC-001/ Wyeth | Mild to Moderate Patient must be able to have an 24 visits over 24 months | Kelly at (202) 687-0413
(Vaccine Study) A Libativants Do MRI and Lumbar Puncture.
GAP/ADCS & Mild to Moderate First two infusion at site, remain- | Study drug infusion every | Anne at (202) 687-8800
Baxter Ksbeinars Dissise der are home infusions, 2 wks over 18 months
(Infusion Study)
ELN115727- Mild to Moderate Patient must be able to have an 15 visits over 18 months Mary at (202) 687-3355
2ME]- ; = .
301/302/Elan Alzheimer's Discase MRI.
(Infusion Study)
CONCERT/ Mild to Moderate Patient must be able to take oral 10 visits over 12 months [ Mary at (202) 687-3355
Medivation Al D medication.
(Oral Drug Study)
VI950/ Merck Mild to Moderate Patient must be able to have an 17 visits over 18 months Kelly at (202) 687-0413
(Vaccine study) KEhsineis Diaiass MRI and Lumbar Puncture.







