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Appendix 1

FY 1982 Scientific Lectures, Briefings and Presentations - B. Merchant, MD, Ph.D.

Date Topic Audience
10-9-81 Monoclonal Antibodies for Clinical Use: Blood Products Advisory Committee
10-21-81 Native Immunity: FAES Course Immunology 401
10-22-81 Inflammation & Pathogenesis of Immune Injury: FAES Course Immunology 401
10-28-81 Antigens and Hapten: FAES Course Immunology 401
10-29-81 Phylogeny of Immunology: FAES Course Immunology 401
11-4-81 Ontogeny of Immunity: FAES Course Immunology 401
11-5-81 Dynamics of Antibody Formation: FAES Course Immunology 401
11-17-81 Monoclonal Abs. Clinical Prospects and
Regulatory Problems: FDA Science Colloquium
12-10-81 Hybridoma Technology & Monoclonal FDA Commissioner's
Antibodies. Staff Conference
12-16-81 Clinical and Regulatory Aspects of
Monoclonal Ab Products: Food & Drug Law Institute
1-6-82 Immune Tolerance: FAES Course Immunology 401
1-7-82 Transplantation Immunity: FAES Course Immunology 401
1-12-82 Briefing on Hybridomas & Monoclonal Commissioner FDA &
Antibodies: Director, CDC
2-10-82 Hybridoma Technology & Update on
Monoclonal INDs: BoB Vaccine Panel
3-22-82 Briefing on Prospects for Monoclonal Asst. Sec. for Health,
Antibody Products: Edward Brandt
4-7-82 Briefing: History of Regulation of
HLA Antisera: DBBP Consultant Panel
4-12-82 Regulatory Issues Concerning Monoclonal
Ab Products: Biologics Section, PMA
5-11-82 Prospects and Problems for Monoclonal Blood Resources Advisory
Ab Products: Committee, Heart & Lung
Institute
5-18-82 Testify Regarding Sheep Cell Therapy: Md. State Committee on Medica
Discipline
5-27-82 Clinical Uses of Monoclonal Antibodies: Naval Medical Research Institute
6-9-82 Clinical Aspects of Monoclonal Antibodies:
Prospects & problems: Plasma Forum
6-14-82 Briefing on Hybridoma Technology: FDA, EDRO Field Officers
6-29-82 Testify Regarding Sheep Cell Therapy: MD State Committee on Medical
Discipline
7-23-82 Applications of Monoclonal Antibodies: Gordon Conference, Plymouth, 1
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Appendix 2

FY 1983 Scientific Lectures, Briefings and Presentations - B. Merchant, MD, Ph.D.

Date Topic

9-7-82 Testify Regarding Sheep Cell Therapy:

Audience

Md. State Committee on

Medicine Discipline
FDA, EDRO Field Officers
Md. State Committee on Medica
Discipline
Blood Products Adv. Committee
Workshop on Molecular
Integrity
So. Calif. Branch of American
Soc. for Microbiology
NCI BRMP Retreat on
Monoclonal Antibodies
NCI BRMP Decision Network

Committee

9-14-82 Clinical Uses of Monoclonal Antibodies:

9-15-82 Testify Regarding Sheep Cell Therapy

9-24-82 Monoclonal Antibodies: General
Overview and Clinical Prospects

11-4-82 Monoclonal Antibody Products:
Regulatory Concerns

11-10-82 Monoclonal Antibodies: Clinical
Applications

11-29-82 Regulation of Monoclonal Antibodies

1-31-83 Special Delivery Systems with

Monoclonal Antibodies

3-7-83 Monoclonal Antibodies: Regulatory

Concerns
3-15-83 A Particularly Labile Monoclonal
Antibody
3-22-83 Special Delivery Systems with
Monoclonal Antibodies
4-14-83 General Overview of Monoclonal
Antibodies
4-20-83 Monoclonal Antibodies: Technology and
Applications
4-28-83 Regulation of Monoclonal Antibodies
5-10-83 Viral Contaminants in Monoclonal Antibodies
6-20-83 Regulation of Monoclonal Antibodies
6-28-83 Monoclonal Antibodies: Regulatory Concerns
6-29-83 Clinical Applications of Monoclonal

Antibodies

15

International Conference on
Drug Delivery Systems,
Paris, France

NCI Monoclonal Antibody Working

Group
DBBP Research Seminar Series

International Conference on
Drug Delivery Systems,
White Plaines, New York
Div. of Metabolism and
Endocrine Drug Products,
NCDB, FDA
FDA Sigma Xi Scientific
Research Society
Div. of Metabolism and Endocrine
Drug Products, NCDB, FDA
NCI BRMP Workshop on Monoclonal
Antibodies
FDA, Field Supervisors,
Leesburg, VA
Toxicology Forum, Aspen, CO
Dept. of Pharmacology, U. of
Illinois, Chicago, IL



Appendix 3

Scientific Lectures and Presentations - B. Merchant, MD, Ph.D.

Date Topic

11-1-84 Safety Concerns for In Vivo Monoclonal
Antibodies

5-14-85 Regulatory Concerns for Injectable
Monoclonal Antibody Products

10-16-85 The Regulatory Implications of
Commercializing Injectable Monoclonal
Antibody Products

11-14-85 Importance of Antibody Specificity in
Tumor Management

12-4-85 The Role of Monoclonal Antibodies in
Future Drug Delivery

12-12-85 The Goals of Radioimmunolocalization

for Imaging Human Melanomas
2-7-86 The Future for Monoclonal Antibody
Imaging of Prostatic Carcinoma
3-3-86 Anti-CEA Imaging of Colon Carcinoma:
General Perspective
3-4-86 Clinical Evaluation of Two 1In
Labelled Monoclonal Antibodies for
Imaging of Malignant Melanoma
3-5-86 Clinical Investigations of MoAb-Based
Lymphoscintigraphy for Tumor Imaging
4-6-86 Regulation of Monoclonal Antibody
Products for Injection by the FDA

4-17-86 Monoclonal-based Imaging of Human
Melanoma

4-22-86 Regulation of Injectable Monoclonal
Antibodies by the FDA

5-6-86 Bifunctional Antibodies for use in
Tumor Imaging
Monoclonal Antibody Imaging of Human
Tumors
6-5-86 Regulatory Concerns for Injectable
Monoclonal Antibody Products

5-21-86

16

Audience

S. California ASM,
San Diego, CA

MIT-FDA Inspectors Training
Course, Boston, MA

Regulatory Affairs
Professional's National
Workshop, San Francisco, CA

Health Industry Manufacturer's
Assoc. Educational Seminar,
Arlington, VA

Eighth Annual Eino Nelson
Memorial Conference, St.
Thomas, U.S. Virgin Islands
Hybritech Clinical Workshop
U. of Colorado, Denver

Hybritech Prostate Cancer

Symposium, Tucson, Arizona

Hybritech Colon Cancer

Workshop, San Diego, CA

Melanoma Imaging Symposium,

San Diego, CA

Lymphoscintigraphy Workshop,

San Diego, CA

UCLA Symposium on Regulation

of Biotechnology Produced
Agents: Keystone, CO

CALGB Annual Clinical Meeting,

Montreal, Canada

Eli Lilly /Hybritech Technical

Seminar, San Diego

American Society of Clinical

Oncologists, Los Angeles
San Diego Neurological
Society, San Diego, CA

Los Angeles-FDA Inspector's

Training Course,
Los Angeles, CA



Appendix 3 (cont'd)

Scientific Lectures and Presentations - B. Merchant, MD, Ph.D.

Date

6-19-86

9-11-86

10-29-86

3-21-87

4-16-87

6-24-87

7-20-87

9-11-87

9-12-87

Regulation of

10-6-87

11-19-87

12-4-87
Frontiers

2-4-88 Radioimmunoimaging of Human Colon

Topic

Regulation of Biotechnology Produced
Biologicals

Immunoligands for use in Imaging of
Human Tumor Xenografts

Anti CEA-Imaging of Human Colorectal
Carcinoma

Hn-Labeled Monoclonal Antibody
Imaging of Colorectal Carcinoma

Radioimmunotherapy of Human Colon
Xenografts in Nude Mice

MIn Labeled Anti CEA Monoclonal
Antibody Imaging of Human Colorectal
Carcinoma

Imaging of Human Colon Carcinoma
Monoclonal Antibody-based Imaging of
Human Colorectal Carcinoma
Radioimmunotherapy of Colon Carcinoma

in a Preclinical Model

Imaging of Human Colorectal Carcinoma
with 1In Labeled ZCE-025

MIn Labeled Monoclonal Antibody
Imaging of Colon Carcinoma

Monoclonal Antibody-Based Imaging of

Human Colon Carcinoma

Carcinoma

17

Audience

Eli Lilly Seminar on Drug
Regulatory Policies, Indianapolis, IN

American Chemical Society
Annual Meeting, Anaheim, CA

Hybritech Clinical Workshop,
Dallas, TX

Soc. of Nuclear Medicine, Winter
High Mountain Meeting, Vail CO

NCI-Navy Oncology Seminar,
Bethesda, MD

Oftice of Biologics Staff,
Bethesda, MD
American Assoc. of Clinical

Chemists, San Francisco, CA

Interscience Symposium on Regulation
of Biotechnology Agents, Paris, France

Interscience ~ Symposium  on

Biotechnology Agents, Paris, France

Monoclonal Antibody Steering
Committee, Indianapolis, IN

Surgical Oncology Workshop,
City of Hope Medical Center, Duarte, CA

BBI Sponsored Symposium, New

in Diagnostic Imaging, Chicago, IL

Scripps Clinic Tenth Annual Conf. on

Clinical Laboratory Molecular Analysis,
San Diego, CA



Appendix 3 (cont'd)

Scientific Lectures and Presentations - B. Merchant, MD, Ph.D.

Date Topic

2-6-88 Imaging of Human Colorectal Carcinoma
with an Indium-labeled Anti-CEA
Monoclonal Antibody

3-28-88 Chaired & moderated session at which
the three participating speakers were
Dr. Frank Young, Commissioner of the
FDA, and Dr's. David Jeffries & David
Pope, the FDA "Commissioner" counter-
parts for the United Kingdom and
Canada respectively.

3-29-88 Imaging of Colorectal Carcinoma with
a CEA-reactive Monoclonal Antibody.

4-7-88 MIn Labelled Anti-CEA Imaging of
Colon Carcinoma.

4-7-88 Monoclonal Antibody-based Imaging of
Human Colon Tumors.

4-19-88 Imaging of Recurrent Occult
Colorectal Carcinoma with an 1In
Labeled Anti-CEA Monoclonal.

4-21-88 Surgical Evaluation of Tumor Imaging
with an "In Labeled Monoclonal
Anti-CEA Antibody.

18

Audience

Third International Conference on

Monoclonal Immunoconjugates for
Cancer, San Diego, CA

Plenary Session of Association
of Biotechnology Companies Second
Int'l Meeting: Washington, D.C.

Endocrine Division Staff, National
Center for Drug Evaluation & Review,
Rockville, MD

Providence Hospital Medical Staff,

Portland, OR

Veterans Administration Hospital

Staff, Portland, OR

M.D. Anderson Hospital Combined
Surgical and Oncological Staff,
Houston, TX

Northwestern University Medical
Center, Surgery and Nuclear Medicine
Staffs, Chicago, IL



