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Vice President, Head of Neuropsychiatry Clinical Development
Janssen Research & Development, LLC

Accountable for strategic leadership and oversight of all
Neuropsychiatry related clinical programs and clinical
development activities from Phase 2b through the end of Phase 3,
as well as providing clinical oversight for relevant programs
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Prior Positions:

from lead optimization through Phase 2b.

Responsible for cross-functional development and execution of
high-quality clinical strategies and development programs,
regarding design, trial conduct, oversight of safety monitoring and
data analysis, in full compliance with regulatory agency
requirements. Ensure appropriate data interpretation and reporting,
preparation of clinical sections of key regulatory documents (e.g.
IND) and Investigator Brochures.

Contribute to strategic direction of all Neuroscience disease areas
through active participation at senior levels to determine global
strategies for assets and disease areas. Actively contribute to the
overall governance and strategy of the Therapeutic Area, including
programs, people and budget.

Manage and develop staff to optimize performance. Set
performance goals and monitor results, ensuring timely
performance reviews and performance feedback.

Provide leadership to ensure resources, personnel, and expertise
are appropriately prioritized and deployed to successfully pursue
clinical development.

Provide technical and strategic expertise to ensure consistent
processes, excellence in planning and delivery of clinical plans and
study protocols on time and within budget. Manage the Clinical
NP budget with a focus on cost-effectiveness, efficiency and
maintenance of quality.

2020-2022 Vice President, Compound Development Team Leader for SPRAVATO
Janssen Research & Development, LLC

Responsible for development and successful execution of the Global
compound strategy for SPRAVATO (esketamine nasal spray), delivered
through the dynamic leadership of a cross-functional Compound
Development Team. Provide strategic leadership of the global
development programs for Treatment Resistant Depression (TRD),
Major Depression with Suicidal Ideation (MDSI), and the pediatric
MDSI development program.

Responsible for the review of scientific and medical integrity of clinical
investigations, clinical and preclinical development plans, study design
and conduct, study reports and all product-related publications. Primary
scientific interface with internal and external partners to ensure program
coordination.

Lead cross-functional team via matrix management of individuals from
project management, regulatory affairs, clinical development, strategic



marketing, market access, global medical affairs, quantitative sciences,
chair of safety management, PDMS, preclinical, and other scientific and
business-related disciplines. Agile leader who can adapt and manage
complex situations and problem solving.

Participate in global review, governance, and decision-making bodies
within the Neuroscience Therapeutic Area at the request and direction of
the Neuroscience TA head.

Act, in concert with senior clinical personnel, as a company
spokesperson in communicating clinical research findings and
presentations to relevant regulatory advisory committees and review
meetings, as well as to news media. Establish and maintain relationships
with opinion leaders, external stakeholders, and key regulatory officials.

2013-2019 Senior Clinical Director, Neuroscience Clinical Development, Mood Disorders
Janssen Research and Development, LLC

Clinical Research

Served as Clinical Leader for Phase III clinical development of novel
therapeutic for the treatment of patients with Major Depressive Disorder
at Imminent Risk for Suicide (MDSI). Successfully led clinical proof of
concept studies (Phase II) for this program, resulting in FDA
Breakthrough Designation. Developed pediatric study/investigational
plan. Authored protocols, briefing books, clinical study reports,
manuscripts and other external communications;. Managed Advisory
Panels and Data Safety Monitoring Boards; Interacted with global
regulatory authorities; Organized/Managed international Investigator
Meetings; Presented data to Internal/External partners; Developed and
maintain relationships with external thought leaders.

Served at Therapeutic Area and Company point person for Drug
Repositioning Initiative, resulting in several collaborations with
government agencies, research institutions, and academic investigators
which focused on proof of concept/proof of mechanism studies of select
early development pharmaceutical compounds.

Team Management

Clinical Team Leader of MDSI program, with direct reports and matrix
management responsibilities. Recruited, supervised, and mentored
physicians at the Director and Senior Director level.

Served as the Cross-functional Team Leader of group devoted to
projects focusing on Disease Interception in mood disorders and
launched study in youth at risk for bipolar disorder.

Lead global neuroscience “One Team” to produce 3-day meeting with
scientific and team-building content for 250 attendees.



2010-2013

2006 —-2010

Senior Clinical Director, Neuroscience External Innovation
Janssen Research and Development, LLC

Built relationships with academic, government, foundations, small
companies and other potential partners to develop an external
innovation network to create opportunities for the Neuroscience
franchise. Served as expert in psychiatry R&D to provide strategic
and scientific due diligence recommendations regarding external
opportunities, and acted as scientific champion to shape strategy and
drive deal making. Managed Neuroscience TA sponsorships.
Represented Janssen in NIH-Industry initiative, “Exploring New Uses
for Existing Molecules” that resulted in several collaborative
translational and proof of concept studies.

Senior Clinical Director, CNS, Johnson & Johnson,
Ortho-McNeil Janssen Scientific Affairs, LLC

Clinical Research

Supervised phase IIIb/IV CNS clinical trials in schizophrenia,
schizoaffective disorder, depression, anxiety and epilepsy, with
oversight responsibilities including serving as medical lead for
up to five concurrent trials.

Led global registration program (sNDA) in novel indication
(schizoaffective disorder) under FDA Special Protocol
Assessment procedure, resulting in expedited review and US
approval. CHMP approval granted after Scientific ~Advisory
Group meeting and CHMP Oral Hearing. Multiple other country
approvals granted.

Product Development

Contributed to clinical strategic and tactical plans and global
product positioning; Provided guidance regarding strategic
decision making and resource utilization for Medical Affairs;
Developed/Guided for strategies Investigator-Initiated Studies
(IIS), including serving as IIS Board Member.

Medical Support of Marketing

Provided medical/psychiatric review of promotional materials
(guidebooks, slide kits); Cross-functional, internal training of
Scientific Affairs Liaisons and Medical Services groups on new
data/psychiatric topics, including development of communication
tools.  Launched first indication (schizophrenia) of newly
approved product, second indication (bipolar mania) of a



2003-2006
2002-2003

marketed product and novel indication (schizoaffective disorder)
of marketed product.

Team Management
e Supervised cross-functional team with up to seven direct reports.
Mentored pharmaceutical physicians at the Director and
Associate Director level. Managed recruitment, hiring and
performance review of direct reports. Led matrix team with and
without management responsibilities.

Clinical Director, CNS, Janssen Medical Affairs, LLC
Associate Clinical Director, CNS, Janssen Medical Affairs, LLC

Academic Appointments:

2019- Co-Founder and Site-Director, Janssen-Drexel Fellowship in Psychiatric
Drug Development
1997-2003 Instructor in Psychiatry, Harvard Medical School
1995-1997 Clinical Fellow in Psychiatry, Harvard Medical School
1994-1995 Chief Resident, Department of Psychiatry, University of Chicago
Hospital Appointments:
2000-2002 Medical Director, Commonwealth Research and Evaluation Unit,
Erich Lindemann Mental Health Center, Commonwealth Research Center
1999-2000 Team Leader, Continuing Care Services, Massachusetts Mental Health
Center
1999-2000 Attending Clinical Psychiatrist, Day Hospital,
Massachusetts Mental Health Center
1997-2002 Attending Research Psychiatrist, Massachusetts Mental Health

Center, Commonwealth Research Center

Other Professional Positions:

1996-2000
1996-2000
1996-1999
1996-1999
1995-1998
1994-1995
1992-1994
1989

1984-1988
1982-1983

Consulting Psychiatrist, Quincy Hospital

Consulting Psychiatrist, Milton Hospital

Consulting Psychiatrist, Braintree Hospital

Staff Psychiatrist, Nova Psychiatric Services

Consulting Psychiatrist, HRI/Arbour Hospitals

Staff Psychiatrist, Thresholds South

Consulting Psychiatrist, Chicago Lakeshore Hospital

Registered Nurse, Medical College of Pennsylvania

Registered Nurse (Psychiatric), The Institute of Pennsylvania Hospital
Research Assistant, Children's Hospital of Philadelphia



Awards and Honors:

2023
2020

2014
2012
2009

1998
1996

1994
1991

1991
1991

1991
1990
1990

Recipient of the Johnson Medal (highest honor for innovation within J&J)
Janssen Research & Development 2019 Philip B. Hoffmann Research
Scientist Award

Janssen Research & Development Innovation Leadership Award

Janssen Research & Development Innovation Leadership Award

Johnson & Johnson’s Women’s Leadership Initiative “J&J Women Making
History”

NARSAD Young Investigator Award

Ethel Dupont-Warren Fellowship Award, Department of Psychiatry,
Harvard Medical School

[llinois Psychiatric Society Resident of the Year Award

Stanley Foundation Fellowship in Psychiatry, National Alliance for the
Mentally Il (Sponsor: George M. Simpson, M.D.)

The Merck Manual Award, Medical College of Pennsylvania

The Paula Bernocchi Memorial Endowment Award, Medical College of
Pennsylvania

The AMWA Janet M. Glasgow Memorial Achievement Citation

Alpha Omega Alpha Award, Medical College of Pennsylvania

Alpha Omega Alpha Award, Medical College of Pennsylvania

Stanley Foundation Fellowship in Psychiatry, National Alliance for the Mentally
Il (Sponsor: George M. Simpson, M.D.)

Major Committee Assignments:

Volunteer
2016-

2015
2011-2014
2011

2007-2013
2000-2002

Professional

2020-2021

2013

2000-2002

Gala Planning Committee, American Foundation for Suicide
Prevention

Chairperson, United Way Annual Fund Drive, Janssen R&D
United Way Annual Fund Drive, Janssen R&D

Co-leader, Bike Collection to benefit Trenton Boys & Girls Club
Board of Trustees, Springside Chestnut Hill Academy

Founding Board Member, Mwangaza Tanzania

Member, National Advisory Mental Health Council (NAMHC)
Workgroup on Drug Development

Review Committee; National Institute of Mental Health; SBIR (MH13-
100): Clinical neuroscience and entertainment software pilot partnership
program to develop neuropsychiatric interventions

Professional Executive Committee, Erich Lindemann Mental Health
Center



1998-2002 Human Studies Committee, Member, Massachusetts Mental Health

Center
1994-1995 Council on Medical Specialty Societies, Resident Representative,
American Psychiatric Association
1994-1995 Residency Executive Committee, Member, University of Chicago
1992-1995 Residency Curriculum Committee, Member, University of Chicago

Professional Societies:

2022- American Society of Clinical Psychopharmacology, Industry Advisory
Council
2005- International Society for CNS Clinical Trials and Methodology,
Founding Member
2009-2013 Membership Committee
2010-2012 Chair, Membership Committee
2011-2022 Executive Committee
2012-2015 Core Executive Committee and Secretary
2015- Scientific Program Committee
2015-2018 President Elect
2018-2020 President
2020-2022 Past-President
2007- Society of Biological Psychiatry
2007- Schizophrenia International Research Society
2002- New Jersey Psychiatric Society, Member

1996-2002 Massachusetts Psychiatric Society, Member

1993-1995 Illinois Mental Health Forum, Member

1992- National Alliance for the Mentally I1l, Member

1991- American Psychiatric Association, Member

1991-1995 Ilinois Psychiatric Society, Member (Residents' Committee,
Educational Program Committee, Governmental Affairs Committee)

1988-1991 Physicians for Social Responsibility, Member

1987-1995 American Medical Women's Association, Member

Funded Academic Research:

1998-2000

1998-2000

1997-1999

Lilly Center for Women's Health Grant, Awarded by Eli Lilly & Co.
Hormone replacement therapy in women with schizophrenia,
(Co-PI: Alan I. Green, M.D.)

National Alliance for Research in Schizophrenia and Depression Young

Investigator Award: Hormone replacement therapy in women with
schizophrenia, (Mentor: Alan I. Green, M.D.)
Lilly Center for Women's Health Grant, Awarded by Eli Lilly & Co.

Olanzapine vs. typical neuroleptics and risperidone: Prolactin level and

ovarian function (PI: Alan I. Green, M.D.)



1996-1997 Ethel Dupont Warren Award, Department of Psychiatry, Harvard Medical
School Schizophrenia in women: Clinical symptoms, ovarian function, and
response to neuroleptics, (Mentor: Alan I. Green, M.D.)

Other Academic Research Experience:
1997-2000 Massachusetts Mental Health Center, Harvard Medical School
(Carl Salzman, M.D., Principal Investigator)
Investigational Alzheimer's disease drug trials
Antidepressant drug trials in elderly patients
Prevalence and associated risk factors of psychogenic polydipsia
Benztropine equivalence of anticholinergic medication
1995-2002 Commonwealth Research Center, Massachusetts Mental Health
Center, Harvard Medical School
(Alan I. Green, M.D., Principal Investigator)
Clozapine response and biogenic amines in schizophrenia
Clozapine vs. haloperidol in first episode schizophrenia
Olanzapine vs. haloperidol in first episode schizophrenia
Several in- and outpatient investigational antipsychotic drug trials
1994-1995 University of Chicago and Illinois State Psychiatric Institute
(Morris B. Goldman, M.D., Principal Investigator)
Regulation of water balance in polydipsic patients with schizophrenia
Use of clozapine in polydipsia
1990-1991 Eastern Pennsylvania Psychiatric Institute and Haverford State Hospital,
Medical College of Pennsylvania
(Jose de Leon, M.D., Principal Investigator)

Teaching Experience:
Medical School and Graduate Medical Courses

1998-2002 Harvard Longwood Psychiatry Residency PGYII Psychopharmacology,
Lecturer

1997-2002 Psychiatry 700M.J, Lecturer and Preceptor, Harvard Medical School

1997-2002 Psychiatry 5S00M.5, Attending, Harvard Medical School

1997-2002 Psychiatry 523M.9, Preceptor, Harvard Medical School

1994-1995 Biological Psychiatry Case Conference, Course Coordinator Department
of Psychiatry, University of Chicago

1994-1995 Introduction to Clinical Medicine: The Patient Interview, Instructor,
University of Chicago, Pritzker School of Medicine

1993-1995 Psychiatry Clerkship, Lecturer (The Mental Status Exam, The DSM-1V),

University of Chicago, Pritzker School of Medicine

Hospital Courses and Teaching Presentations

1999 Psychopharmacology Lecture Series, Lecturer, Massachusetts Mental
Health Center

1997-1999 Psychopharmacology Extramural Training Program, Lecturer,
Massachusetts Mental Health Center

1997 Psychopharmacology Lecture Series, Lecturer, Massachusetts Mental



Health Center
1997-2003 Intensive Diagnostic Interviewing (Board Review Course), Instructor,
Massachusetts Mental Health Center

Oral Presentations and Session Chair:

2009 Schizoaffective disorder: Is it a valid diagnosis? Data from new treatment
studies, Psychiatry Grand Rounds, University of Massachusetts, Worcester,
MA

2009 Positive results in an era of failing trials: Population and Implementation
Factors, International Society for CNS Drug Development, Las Vegas, NV

2009 Paliperidone ER for the Acute Treatment of Schizoaffective Disorder: A
Novel Indication for Global Registration, J&J Pharma Statistics 11" Annual
Meeting

2009 Medication satisfaction in patients with schizophrenia. International Society of
Quality-of-Life Annual Meeting, New Orleans, LA

2010 Sex differences in depression: An industry perspective, Institute of Medicine
Neuroscience Forum Workshop on Sex Differences

2010 Johnson & Johnson Neuroscience External Innovation, CNS Summit, Boca Raton,
FL

2012 NOP Agonism: A Novel Mechanism for the Treatment of Anxiety, Pharmaceutical
Pipeline Session NCDEU, Phoenix, AZ

2012 Cross Cultural Differences in the Diagnosis and Assessment of Schizoaffective
Disorder, NCDEU, Phoenix, AZ

2012 Establishing Internal Alignment to Support External Collaborations: A Case Study

from Big Pharma, 2" Annual Drug Repositioning & Indications Discovery
Conference, San Francisco, CA

2012 Recent Developments in NIH/Academic /Industry Collaborations, CNS Summit,
Boca Raton, FL
2013 A Return to Rational CNS Drug Development: De-Risking Phase 3 Investments

Through Rigorous Early Phase Drug Evaluations: Operational Challenges (Session
Co-Chair), ISCTM, Philadelphia, PA

2015 ISCDD Session Chair Disease Interception, LA Vegas, NV
2015 ECNP drug repositioning, Amsterdam, Netherlands
2015 IOM panelist on drug repositioning, Washington, DC
2016 ISCTM - drug repositioning (speaker and session co-chair), Washington, DC
2016 ASCP Pharma Pipeline: PERSEVERE study results, Scottsdale, AZ
2016 ESSSB Round-Table: Why is it so difficult to develop “anti-suicide” drugs,
Oviedo, Spain
2016 ACNP Hot Topics: PERSEVERE study results, Hollywood, FL
2017 15e Congres de 1'Encéphale, The history of esketamine, Paris, France
2017 SOBP Persevere: A Study of Esketamine for the Reduction of the Symptoms of

Major Depressive Disorder, Including Suicidal Ideation, in Subjects Assessed to be
at Imminent Risk for Suicide
2017 IASR/AFSP Efficacy and Safety of Intranasal Esketamine for the Rapid
Reduction of Symptoms of Major Depressive Disorder, including Suicidal
Ideation, in Patients Assessed to be at Imminent Risk for Suicide: A Proof-



2018

2018

2018

2019

2019

2019

2019

2019

2020

2020

2021

2021

2021

2021
2022

2023

2023
2024

2024

of-Concept Study Las Vegas, NV
ASCP/AFSP Workshop: Inclusion of Suicidal Individuals in Treatment
Trials: Insights from an Ongoing Phase 3 Drug Development Program,
Miami Beach, FL.
CNS Summit, Esketamine Nasal Spray for Major Depressive Disorder with
Imminent Risk for Suicide, Boca Raton FL.
Panelist, National Action Alliance for Suicide Prevention, Executive
Committee Meeting, Washington, DC
ISCTM Session Chair: Should patients with any degree of suicidal ideation
or behavior be included in clinical trials? Washington, DC
ISCTM Session Chair: Developing pharmacological treatments for the rapid
reduction of suicidal ideation in depression. Copenhagen, Denmark
ECNP New Medicines Session: Esketamine nasal spray for rapid reduction
of major depressive disorder symptoms in patients at imminent risk for
suicide: new data from a global registration program. Copenhagen, Denmark
International Symposium on Suicidology and Public Health: Esketamine
nasal spray for rapid reduction of major depressive disorder symptoms in
patients at imminent risk for suicide. Rome, Italy
ACNP Hot Topics: Esketamine Nasal Spray for Rapid Reduction of Depressive
Symptoms in Adult Patients with MDD at Imminent Risk for Suicide: Result from
the Phase 3 Program. Orlando, FL
International Symposium on Suicidology and Public Health: New Trends in
Esketamine Treatment. Rome, Italy (Virtual)
Drexel University College of Medicine, Dept. Psychiatry Grand Rounds:
Esketamine Nasal Spray in MDD: Clinical Data from Two Development Programs.
Philadelphia, PA (Virtual)
National Academies of Sciences, Engineering, and Medicine’s Forum on
Neuroscience and Nervous System Disorders, Workshop on Novel Molecular
Targets in Mood Disorder and Psychosis: Clinical Data on the Use Case of Ketamine
and Esketamine. Washington, DC (Virtual)
Ketamine & Related Compounds International Virtual Conference 2021: Esketamine
Nasal Spray: Long-term Safety
FDA- Duke Margolis Center for Health Policy Workshop on Development and
Regulation of Psychedelics for Therapeutic Use, Discussant (Virtua
ISCTM Session Chair: Diversity in CNS Clinical Trials (Virtual)
ASCP Workshop: Mid-Career Workshop: How to Advance Your Career in
the Hybrid/Remote Work Environment
ASCP Panel Presentation: Designing and Implementing Studies
in Patients with MDD at Imminent Risk for Suicide: Insights
from a Drug Development Program, Miami FL
CNS Summit, Janssen Neuroscience Strategy and Pipeline
Reagan-Udall Foundation for the FDA public meeting on Advancing
Psychedelic Clinical Study Design, presented “Durability of Treatment
Effect: Insights from the Esketamine Nasal Spray Treatment-Resistant
Depression Program”
Session Panelist in ISCTM 20" Anniversary — Advancements & What

10



Can We Do Better in the Future, Washington, DC

Peer Reviewer: American Journal of Psychiatry
BMC Clinical Pharmacology
Expert Opinion on Pharmacotherapy
Human Psychopharmacology. Clinical and Experimental
Journal of Clinical Psychiatry
Journal of Clinical Psychopharmacology

Neuropharmacology
Primary Psychiatry
Progress in Neuro-Psychopharmacology & Biological Psychiatry
Psychiatry Research
Psychiatry 2010
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