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UNITED STATES DISTRICT COURT
DISTRICT OF NEW JERSEY

UNITED STATES OF AMERICA o Criminal No. 06-

V. : 18 U.s.C. §§8 371, 1341,
: 1343, 1957 & 2
CHARLENE CYNTHIA DEMARCO, and
ELIZABETH LERNER, a/k/a
“Elizabeth Copperman,” a/k/a
“Liza” : INDICTMENT

The Grand Jury in and for the District of New Jersey,
sitting in Camden, charges:
COUNT 1
(Conspiracy to Commit Mail and Wire Fraud)

The Defendants

1. At all times relevant to this Indictment:

a. Defendant CHARLENE CYNTHIA DEMARCO was a
Doctor of Osteopathy specializing in the treatment of Lyme
Disease, a disease contracted by humans through contact with
ticks. 1In particular, defendant DEMARCO treated patients with
severe cases of Lyme disease, as well as patients suffering from
adverse reactions to Lyme Disease vaccines.

b. Defendant CHARLENE CYNTHIA DEMARCO maintained
an office and residence at 462 Philadelphia Avenue, Egg Harbor
City, New Jersey, in the District of New Jersey.

c. Defendant ELIZABETH LERNER, a/k/a “Elizabeth

Coppermann,” a/k/a “Liza,” was at no time a medical professional.




F

d. From at least as early as in or about August
2002, defendant ELIZABETH LERNER, a/k/a “Elizabeth Coppermann,”
a/k/a “Liza,” resided at 462 Philadelphia Avenue, Egg Harbor
City, New Jersey, in the District of New Jersey. Defendant
Lerner purported to be an assistant to defendant CHARLENE CYNTHIA

DEMARCO.

The Food and Drug Administration

2. At all times relevant to this Indictment:

a. The United States Food and Drug Administration
(“FDA”) was the federal agency within the United States
Department of Health and Human Services charged with the
responsibility for protecting the health and safety of the
American public by ensuring that drugs are safe and effective for
their intended uses before they may be legally introduced into
interstate commerce. Drugs within the FDA’s purview included
articles intended for use in the diagnosis, cure, mitigation,
treatment, and prevention of disease in humans and articles
intended for use as components of any such articles.

b. An investigational new drug was a new or
biological drug that was used in clinical investigation. An
Investigational New Drug Application (“IND”) wag a formal request

for approval from the FDA for the introduction of such an




investigational drug into interstate commerce for the purpose of

conducting required clinical studies.

Amyotrophic Lateral Sclerosis

3. Amyotrophic Lateral Sclerosis (“ALS”), commonly
known as “Lou Gehrig’s Disease,” is a debilitating
neurodegenerative disease affecting the upper and lower motor
neurons. The disease is characterized by the progressive
deterioration and loss of these motor neurons. The loss of nerve
stimulus to specific muscles results in muscular atrophy and
progressive weakness that leads to paralysis. There is little
known about the causes of ALS and even less known about its cure.
The length of survival in most patient populations that have been
evaluated is approximately three to five years from the onset of

symptoms.

Patient “M.S.”

4. Beginning in or about September 2000, defendant
CHARLENE CYNTHIA DEMARCO oversaw the care of “M.S.,” a patient
previously diagnosed with ALS.

5. 1In or about December 2001, defendant CHARLENE
CYNTHIA DEMARCO contacted a staff member at the FDA concerning
the use of stem cells for the treatment of M.S.’s ALS. Stem

cells are unspecialized cells that can be induced under certain




circumétances to become cells with specialized functions, such as
the cells of the heart muscle that cause it to beat or the cells
of the pancreas that produce insulin. At that time, the FDA
staff member informed defendant DEMARCO that she had to submit an
IND to the FDA before taking any action towards the proposed stem
cell treatment for M.S.’s ALS.

6. On or about January 5, 2002, defendant CHARLENE
CYNTHIA DEMARCO submitted an IND (“IND1") to the FDA seeking
approval to treat M.S.’s ALS by injecting stem cells into the
base of M.S.’s brain. On or about January 29, 2002, defendant
DEMARCO received a telephone call from FDA staff seeking
additional information for IND1, including a justification for
the risk the proposed procedure presented to M.S. On or about
February 8, 2002, defendant DEMARCO received another telephone
call from FDA staff seeking additional information to support
IND1. On or about February 13, 2002, defendant DEMARCO withdrew
IND1 from consideration by the FDA.

7. On or about March 18, 2002, defendant CHARLENE
CYNTHIA DEMARCO submitted a second IND (“IND2") to the FDA for
the treatment of M.S.’s ALS with stem cells. 1In IND2, defendant
DEMARCO proposed placing stem cells on a layer of gel-foam to be
injected onto the surface of M.S.fs brain, from which the stem
cells could be absorbed. On or about April 9, 2002, the FDA

placed IND2 on hold, meaning that defendant DEMARCO could not







