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Global Harmonization.
2) Dr. lzuru Miyoshi: Past and Future of Clinical Trials of Psychiatry in Japan

3) Prof. Gu: Current Multi-national Clinical Study of Psychiatry in China.
4) Prof. Chan-Hyung Kim: The Korean Status of the regulatory harmonization on

pharmaceutical policy.
5) Prof. Su: Multi-national Clinical Study of Schizophrenia in China.

Symposium Chairman: Professor Dehua Chui
Symposium secretariat: Tel : 86-10-8280-5221
Prof. Dehua Chui: 13910301554
Secretary of Minzhi Chen: 13910707465
Liu Yi: 13810084452
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Johns Hopkins Department Neurology & Neurosurgery

History

A dedication to understanding the nervous system through research and how it can
impact clinical care has defined Johns Hopkins Neurology and Neurosurgery since the
very beginning. In fact, it was at Johns Hopkins that the first surgery for brain tumors
occurred in the early 1900s. That event earned Hopkins surgeon Harvey Cushing the title
of "the father of neurosurgery." Johns Hopkins team quickly became leaders in the
industry with our research on how the brain reacts to injury along with innovations like
the use of x-rays to guide brain surgery.

A half-decade later, when Hopkins neurologists and neurosurgeons came to understand
that strokes, brain and nervous system conditions and disorders and nerve-severing
accidents present such distinct problems that only specialized intensive care can save
patients, they pioneered the first dedicated neurological critical care unit — the NCCU —
in the country. Today, strengthened by unusually quick melding of laboratory-based and
clinical research, the treatment of major injuries and disorders and diseases of the nervous
system at The Johns Hopkins Hospital has led to mortality rates that are either the lowest
or among the lowest anywhere in the world.

Johns Hopkins has emerged as one of the most comprehensive neurological centers of its
kind, diagnosing and treating a large breadth of adult and pediatric neurological diseases
and conditions. Each year, they provide over 30,000 outpatient consultations and perform
more than 4,000 brain, tumor, vascular, and peripheral nerve operations each year.
Hopkins commits itself to providing excellent patient care through individualized
treatment plans. Hopkins continues to build on our mission to not only integrate research,
education and patient care, but advance the fields of neurology and neurosurgery,
oftentimes one patient at a time. In 2007, U.S. News & World Report ranked the Johns
Hopkins Neurology and Neurosurgery Department number 2 in its category.

Specialty Areas
e AILS

Brain Tumor
Cerebrovascular
Encephalitis Center
Epilepsy Center
Headache
Hydrocephalus Center
Memory Disorders
Movement Disorders
Multiple Sclerosis
Muscular Dystrophy
Myositis Center
Pediatric Neurology
Pediatric Neurosurgery



Peripheral Nerve
Pituitary Center
Project RESTORE
Sleep Medicine
Spine Center
Transverse Myelitis
Trigeminal Neuralgia
Vestibular Disorders

@ o0 © o o

Research Areas

Brain Tumor Center Research Areas

The Brain Tumor Center benefits from the extensive brain tumor research resources at
Johns Hopkins. The translation of laboratory research to the bedside offers the best
possible adjuvant treatment following surgery.

Multiple Sclerosis Research Areas

Multiple sclerosis related research is active worldwide because the underlying cause of
this devastating disease still remains unknown. Existing treatment strategies are only
partially effective, leaving a desire for new therapies.

Pediatric Neurosurgery Research Areas

The division of Pediatric Neurosurgery is active in all aspects of clinical and basic
science research. Clinical research is focused on outcome and quality improvement in the
management of hydrocephalus, craniosynostosis, achondroplasia, epilepsy and tumors.

Project RESTORE Research Areas
As centers of excellence in two rare neuroimmunologic diseases (MS & TM), the first

goal is to work towards developing a better understanding of the natural history of these
diseases, thereby diagnosing and treating patients accurately and efficiently.

Transverse Myelitis Research Areas
The Johns Hopkins Transverse Myelitis Center has numerous research studies that are

currently underway. They have evaluated over 450 patients since the center was
established.

Clinical Trials

Brain Tumor Clinical Trials

The Brain Tumor Team at Johns Hopkins is proud to offer state of the art care for
patients with malignant brain tumors. Well-designed and carefully conducted research
will lead us to the next major breakthrough in the treatment of these patients and

eventually lead to cures.

HIV-Associated Cognitive Impairment
The Johns Hopkins University is conducting a Phase II, randomized, placebo-controlled,

double-blind study of Minocycline in the treatment of HIV-associated cognitive
impairment.



Sponsored by the ACTG (NIAID) and Neurologic AIDS Research Consortium (NINDS)
Pi: Dr. Ned Sacktor

HIV Neuropathy

The Johns Hopkins University is one of 5 sites participating in a multi-center pilot study
to evaluate the efficacy and safety of Procrit in the treatment of HIV- associated sensory
neuropathy. Peripheral neuropathy is the most frequent neurological complication of HIV
infection and its treatment with antiretrovirals. The most common symptom of HIV-SN is

pain in the feet.

Multiple Sclerosis Clinical Trials

Several new treatments for multiple sclerosis have been successfully developed over the
last decade. Each of these drugs has had to undergo extensive investigation before
obtaining approval for general use.

Peripheral Neuropathy

A Research study is conducted for people who currently take Neurontin® for peripheral
neuropathy pain. In the study, the patient will continue taking Neurontin® along with two
other common medications. The study will consist of 12 weekly outpatient visits at Johns

Hopkins Hospital.

Spine Center Clinical Trials
Spinal Reconstruction Using Synthes SpineSynexTM Implant Following
Corpectomy/Vertebrectomy in Tumor Patients

Prospective Outcome Study of Patients Undergoing Lumbar Spinal Fusion Using
HEALOS® and the CellectTM System

Transverse Myelitis Clinical Trials
The use of Magnetic Resonance Spectroscopy and Cytokine Measurements to Investigate

Depression in Autoimmune Neurologic Diseases

High Dose Cyclophosphamide in the Treatment of Aggressive Multiple Sclerosis



Johns Hopkins Department Psychiatry and Behavioral Sciences

History
In April 1913, the Henry Phipps Psychiatric Clinic was opened. Since then, the

department has occupied a distinguished place in the history of psychiatry, with a
continuous tradition of excellence in patient care, teaching, and research. The Department
offers a wide variety of inpatient, day hospital (partial hospitalization), outpatient, and
emergency services for adults, adolescents, and children at The Johns Hopkins Hospital
and The Johns Hopkins Bayview Medical Center. The educational programs

include medical students' education, general psychiatry residency, child and adolescent
psychiatry residency, and post-doctoral fellowship and research training opportunities.

Research

Research conducted at Johns Hopkins has far-reaching impacts, affecting how diseases
are diagnosed and treated throughout the world. This research continues to flourish with
the support of grateful patients, alumni and friends who choose to provide through their
philanthropy. Research topics include: '

Addictions (see Substance Use Disorder)

Affective Disorders (see Mood Disorders)

Alzheimer's Disease (see Geriatric Psychiatry and Neuropsychiatry)
Anxiety Disorders

Attention Deficit/Hyperactivity Disorder (ADHD)
Autoimmune Disorders

Behavioral Neuroscience

Behavioral Medicine

Brain Injury

Brain Stimulation

Children and Adolescents

Cornelia de Lange Syndrome (CdLS)

Dementia (see Geriatric Psychiatry and Neuropsychiatry)
Depression (see Mood Disorders)

Eating Disorders

Epidemiology

Geriatric Psychiatry and Neuropsychiatry

HIV/AIDS

Huntington's Disease

Memory Disorders (see Geriatric Psychiatry and Neuropsychiatry)
Molecular Psychiatry

Mood Disorders

Neurobiology

Neuroimaging

Obsessive-Compulsive Disorder

Parkinson's Disease

@00@006@90000@0000009@0@90
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Schizophrenia

Sleep Disorders

Smith-Lemli-Opitz Syndrome
Substance Use Disorders

Tourette's Syndrome and Tic Disorder



Johns Hopkins Center for Clinical Trials

An interschool Center devoted to the promotion of clinical trials as a method of
evaluation of preventive and therapeutic approaches to health problems.

Participating Departments, Divisions & Centers

Bloomberg School of Public Health School of Medicine
Department of Biostatistics Department of Medicine
Department of Epidemiology Department of Ophthalmology
Department of International Health Oncology Center

History

The Johns Hopkins Center for Clinical Trials was founded in 1990 as a collaborative
effort of faculty from both the Bloomberg School of Public Health and the School of
Medicine.

Core Purpose
To guide and inspire research, scholarship and intellectual engagement, in the Johns
Hopkins community and globally, in the areas of clinical trials and evidence-based

healthcare.

Goals
e Provide local, national, and global leadership in clinical trials and evidence-based
healthcare.
e Provide an internationally recognized academic curriculum related to clinical
trials and evidence-based healthcare.

Research Studies and Other Projects

The research environment of the Center is multi-institutional involving faculty and
collaboration across multiple departments in the Johns Hopkins Bloomberg School of
Public Health, the School of Medicine, and other institutions. Research activities include
the design, conduct, and analysis of clinical trials; performance of systematic reviews and
meta-analysis of the research evidence; methodological work, such as studies of bias in
study design and dissemination of results; and examination of the language and
nomenclature of trials.

The subject matter of the clinical trials and systematic reviews conducted by the Center
covers a variety of health conditions including but not limited to the ocular complications
of AIDS, uveitis, non-arteritic anterior ischemic optic neuropathy, Alzheimer's disease,
childhood asthma, emphysema, Barrett's esophagus, non-alcoholic steatohepatitis, and
dysfunctional uterine bleeding.

Listed below are current or recent research studies:
Ongoing:
e Alzheimer's Disease Anti-Inflammatory Prevention Trial (ADAPT) - ADAPT
is a randomized, multicenter trial designed to test the efficacy of a non-selective



nonsteroidal anti-inflammatory drug and a selective COX-2 inhibitor for the
prevention of Alzheimer's disease and attenuation of age related cognitive decline.
The treatment regimen are: naproxen sodium, celecoxib and matching placebos.
The trial enrolled 2,528 dementia-free participants who are age 70 or older and
had or have a first degree relative with Alzheimer-like dementia. Participants will
be assessed periodically for any decline in memory or cognitive function and
followed for approximately 7 years.

American Lung Association - Asthma Clinical Research Center (ALA-
ACRC) -Asthma Clinical Research Centers were established through a joint
effort of the local and national American Lung Associations. An initial grant
funding a data coordinating center and 19 clinical centers was awarded in 1999 to
promote clinical research in adult and pediatric asthma.

Cochrane Collaboration Eyes and Vision Group (CEVG) - CEVG@US is
funded by the National Eye Institute of the National Institutes of Health. The
overall objective of the project is to develop a critical mass of US-based vision
researchers and practitioners who are trained in preparing and using systematic
reviews as part of the CEVG. The CEVG@US group aims to accomplish four
main goals: expand awareness of evidence-based health care in general and in
eyes and vision specifically; develop a critical mass of vision researchers who are
able to perform and interpret systematic reviews, and train others to do the same;
develop a critical mass of clinicians who use the results of systematic reviews as
an evidence base to guide their practice, and to train others to do the same;
generate an increased number of systematic reviews in priority vision research
areas, published in The Cochrane Library and in the traditional vision research
literature. .

Depression in Alzheimer's Disease Study - Phase 2 (DIADS-2)

Moulticenter Uveitis Steroid Treatment Trial (MUST) - MUST was a
multicenter, randomized controlled clinical trial, that will compare the
fluocinolone acetonide implant to standard systemic therapy for the treatment of
patients with non-infectious intermediate uveitis, posterior uveitis, or panuveitis.
Preservation of Vascular Access Study (PVAS) - PVAS Study is sponsored by
the Marine Polymer Technologies (MPT) to evaluate the impact of the
SyvekPatch® in the preservation of vascular access sites in hemodialysis patients.
The Studies of Ocular Complications of AIDS (SOCA) - SOCA evaluates
strategies for the treatment of and, when indicated, the prevention of CMV
retinitis via randomized, controlled clinical trials; and investigates the changing
epidemiology of the ocular complications of AIDS, in particular, to identify
subpopulations at high risk for CMV retinitis and other ocular complications. A
related goal of the SOCA Research Group is to investigate the pathogenesis of
CMV retinitis, including the relationship between HIV and CMV.

Sleep Heart Health Study (SHHS) - SHHS is a multi-center cohort study
implemented by the National Heart, Lung, and Blood Institute to determine
cardiovascular and other consequences of sleep-disordered breathing.
TrialsCentral™ - TrialsCentral is an online resource designed to improve access
to clinical trials information, which provide the foundation for evidence-based
healthcare. The TrialsCentral web site links to hundreds of online databases of



ongoing clinical trials, primarily in the U.S. Because "positive" trial findings are
more likely to be published than "negative" findings, the knowledge base about
treatment effectiveness may be biased. No comprehensive centralized database of
initiated clinical trials exists even though clinical trials databases, generally small
and overlapping in content, are proliferating on the Internet. TrialsCentral
improves access to clinical trials information by creating a centralized database of
these information sources. Access to TrialsCentral is free, no registration is
required, and no records are kept of visits to the sit

Data Collection Completed:

A+ Asthma Early Intervention for Asthma Management (A+ Asthma) - A+
Asthma: A+ Asthma Early Intervention for Asthma Management is an
intervention study that evaluates the effectiveness of a Head Start-based early
intervention designed to improve asthma management skills and practices of
parents, pre-school children and Head Start staff.

Chemoprevention Barrett's Esophagus Trial (CBET) - CBET is a randomized,
multicenter, masked, placebo controlled study of the cyclooxygenase-2 (COX-2)
inhibitor celecoxib. One hundred participants with high or low grade Barrett's
dysplasia were randomized to placebo or celecoxib. Study medication (celecoxib
or placebo) was administered orally, 200 mg twice per day. Randomization was
stratified by dysplasia grade and by clinic. Eligible individuals are 18 years of age
or older and have an established diagnosis of Barrett's dysplasia with specific
information on the location of the highest grade of dysplasia from a biopsy.

The Ischemic Optic Neuropathy Decompression Trial HIONDT) - IONDT is a
single-masked, multicenter, randomized, controlled trial funded by the National
Eye Institute of the National Institutes of Health. The overall objective of the
IONDT is to assess the safety and efficacy of optic nerve decompression surgery
compared to careful followup alone in patients with nonarteritic ischemic optic

‘neuropathy (NAION).

Surgical Treatments Outcomes Project for Dysfunctional Uterine Bleeding
(STOP-DUB) - STOP-DUB was a multi-center randomized controlled trial
funded by the Agency for Healthcare Research and Quality, designed to compare
the effectiveness of hysterectomy and endometrial ablation, as judged by the
women who receive these treatments.

Wegener's Granulomatosis Etanercept Trial (WGET) - WGET was a
randomized, double-masked, placebo-controlled clinical trial. The primary
objective of the trial was to evaluate the efficacy and safety of etanercept
(Enbrel™; Immunex Corporation, Seattle, WA) in the induction and maintenance
of disease remissions for patients with Wegener’s Granulomatosis (WG), when
used in conjunction with standard treatment. A secondary objective was to
develop a specimen bank of blood samples that may be used to address basic
questions regarding the etiology, pathophysiology, and monitoring of WG. The
sample size is 180 patients, to be recruited from 8 clinical centers in the United
States over a 30-month period.



