Craig L. Tendler, M.D.

CURRENT ROLE: VP, R&D Management (Retired)
Global Head Clinical Development, Diagnostics, and
Med Affairs, Hematology & Oncology,
Johnson & Johnson Innovative Medicine
Mobile Phone:(201) 805-5593
E-mail: craigtendler1 @gmail.com

EDUCATION: Undergraduate: 1976-1980, B.A., Biological
Sciences (cum laude), Cornell University
Graduate: 1980-1984, M.D. high honors/AOA,

Mount Sinai School of Medicine

Experience & Key Accomplishments:

e 29 years of drug development and medical affairs (phase I-IV) experience
following seven years in academic hematology/oncology

e Therapeutic expertise: Oncology, Hematology, Immunology

e Coordinated/achieved >30 Oncology regulatory approvals and 15 NMEs
approved since 2011 (major ones highlighted below):
FDA - RYBREVANT (amivantamab) in combination with lazertinib for the first-
line treatment of locally advanced/metastatic non-small cell lung cancer
(NSCLC) with common EGFR alterations (Aug. ’24), in combination with
carboplatin and pemetrexed for the treatment of pts with EGFRm NSCLC whose
disease has progressed after an EGFR tyrosine kinase inhibitor (Sep. ’24) and in
combination with carboplatin and pemetrexed for the first-line treatment of
NSCLC with EGFR exon 20 insertion mutation (Mar. '24); TALVEY (talquetamab)
for treatment of patients with relapsed and refractory multiple myeloma (RRMM)
(Aug. ’23); TECVAYLI (teclistamab) for the treatment of patients with RRMM
(Oct. ’22); CARVYKTI (cilta-cel) for treatment of patients with RRMM who have
received at least 1 prior line of therapy, including a proteasome inhibitor and an
immunomodulatory agent, and are refractory to lenalidomide (Apr. ’24);
BALVERSA (erdafitinib) for metastatic urothelial carcinoma with FGFR genetic
alterations (Apr '19); ERLEADA (apalutamide) for metastatic hormone-sensitive
prostate cancer (mHSPC), (Sep '19) and non-metastatic castration resistant
prostate cancer (Feb '18); DARZALEX FASPRO SC (daratumumab) in
combination with bortezomib, lenalidomide, and dexamethasone for induction
and consolidation in patients with newly diagnosed MM who are eligible for
transplant (July ’24) and in newly diagnosed patients with AL amyloidosis (Jan.
’21) and in newly diagnosed or relapsed/refractory multiple myeloma (May '20);
IMBRUVICA for treatment of frontline CLL (Mar. ’16), Waldenstrom’s
macroglobulinemia (Jan.’15), and relapsed CLL (Feb.’14); ZYTIGA (abiraterone
acetate) for mCRPC (chemo refractory/chemo naive: Apr.‘11/Dec’12) and
mHSPC (Feb. '18).




EMA - RYBREVANT (amivantamab) in combination with lazertinib for 1< line
treatment of advanced NSCLC with common EGFR alterations (Nov. '24) and in
combination with chemotherapy for the first-line treatment of advanced NSCLC with
EGFR exon 20 insertion mutation (June '24); TALVEY (talquetamab) for treatment of
patients with RRMM (Aug. '23); AKEEGA (niraparib/abiraterone) for patients with
MCRPC harboring a BRCA1/2 mutation (Apr.’23); TECVAYLI for patients with RRMM
(Aug. '22); CARVYKTI for patients with RRMM who have received at least three prior
therapies (May ’22): ERLEADA for mHSPC (Jan. ‘20) and non-metastatic castration
resistant prostate cancer (Jan.'19); DARZALEX FASPRO for patients with multiple
myeloma in all approved daratumumab IV indications (June '20): IMBRUVICA for
frontline CLL (Apr. ’16), Waldenstrom’s Macroglobulinemia (July ’15), and relapsed
CLL/MCL (Oct. ’14); ZYTIGA for newly diagnosed, mHSPC (Oct. ’17) and mCRPC
(Sep.‘11/Dec.’12)

e Leader/key participant in four Oncology Drug Advisory Committee (ODAC)
presentations: DOXIL for breast cancer (July’09), Re-evaluation of PROCRIT
benefit/risk profile (May’07), TEMODAR post-approval commitment (Mar.’03),
INTRON A for non-Hodgkin’s lymphoma (Oct.’97)

e Achieved 13 FDA Breakthrough Designations: ibrutinib (4), daratumumab (2),
cilta-cel, erdafitinib, amivantamab for Exon 20 Insertion Mutation NSCLC,
niraparib for HRR+ mCRPC, teclistamab and talquetamab for RRMM, and TAR-
200 for BCG unresponsive for non-muscle invasive bladder cancer

e Lead clinical diligence teams for ~ 30 oncology business development
opportunities culminating in Janssen acquisition of Cougar Biotechnology
(ZYTIGA) and Aragon (ERLEADA), Janssen co-development deals with Legend
Biotech (cilta-cel BCMA CAR-T for multiple myeloma), Pharmacyclics (IMBRUVICA
for B-cell malignancies), Yuhan (Lazertinib for EGFRm lung cancer), Geron
(Imetelstat for myeloid malignancies), and GenMab (DARZALEX for multiple
myeloma)

e Proficient at building highly effective global development and medical affairs
teams with disease area focus, working in strategic alignment with commercial
teams to deliver differentiated product profiles with strong value propositions

e Skilled at accelerating drug development with strong emphasis on operational
excellence, data quality, and risk mitigation by collaborating in an integrated
fashion with key internal/external stakeholders to drive rapid and effective
decision-making, planning, oversight, and flawless execution

e Proficient at leveraging Al and data sciences in all aspects of clinical trials
including study design optimization and site selection to accelerate Oncology
drug development

e Experienced in generating matched external control groups with RWE to
support early differentiation of novel agents from available therapies, inform
development, and facilitate regulatory decision making

e Recognized as a spokesperson for ensuring the company’s credibility and
trustworthiness with key audiences including patient advocacy groups (played
lead role in developing company’s policy on pre-approval access and
compassionate use), health authorities, payers, and the media



Previous Work Experience at J&]J:

2010-20: Global Head, Late-Stage Clinical Development and Global Med Affairs
2008-10: Vice President, Oncology Global Medical Affairs, Johnson & Johnson and

Core Member, Oncology R&D Management Board

2006-08:  Vice President, Oncology Clinical and Business Development, and

Management Board Member, Ortho Biotech (J& Operating Company)

2004-06: Vice President, Clinical Affairs (oncology and virology), and Management

Board Member, Tibotec Therapeutics (J& Operating Company)

Previous Responsibilities:

Create robust, integrated development plans and data generation activities for
all products in the Oncology portfolio, from PoC through registration and
lifecycle management, that support new indications, optimize utilization, and
provide access for the benefit of patients globally

Develop and communicate integrated Global Medical Affairs strategies and
conduct gap assessments, to ensure regional priorities and data needs are
addressed in collaboration with regional medical teams

Create end-to-end Oncology diagnostic strategies with breadth and scale to
unlock the full potential of our biomarker-selected development programs
Provide Oncology clinical and therapeutic expertise into regional programs,
licensing evaluations, and regulatory meetings/submissions

Develop and execute proactive global publication plans for timely reporting of
priority studies in collaboration with R&D and Medical Education teams

Ensure effective systems are in place for systematically tracking all aspects of
study implementation, conduct, and completion in compliance with regulations
Chair, Oncology Diversity in Clinical Trials Steering Committee, overseeing
systematic implementation of diversity plans across the J& Oncology Portfolio
to enhance access to and enrollment of underserved racial/ethnic minorities
Chair the Clinical/Regulatory Stage Gate Committee to assess and challenge
study start-up planning, funding, and resourcing of all oncology clinical
development programs

Drive franchise development through pre-clinical/clinical assessments of in-
house and outside development opportunities, including licensing candidates
Provide clinical input into portfolio management and prioritization exercises to
facilitate go/no go decision making

Primary responsibility for product/protocol safety oversight, acting in the
capacity of oncology “franchise safety officer”

Regularly communicate across our global business units re the status,
outcomes, and best practices of key projects within the Oncology portfolio to
ensure engagement and alignment around our core strategic objectives
Attract and develop accountable leaders who motivate others and provide them
with development opportunities to ensure their growth and success

Integrate the Clinical Oncology Teams in China/Japan into Global Development



PREVIOUS PHARMA WORK EXPERIENCE:

2001-04: Vice President, Oncology Clinical Research and Chair, Oncology Licensing
Committee, Schering-Plough Research Institute

2000-01:  Sr. Director, Clinical Research, Chair SPRI/Alza Joint Development Team

1999-00: Director, Clinical Research, Schering-Plough Research Institute

1997-99:  Senior Associate Director, Oncology Clinical Research, Schering-Plough
Research Institute

1995-97:  Associate Director, Oncology Clinical Research, Schering-Plough Research
Institute, Kenilworth, New Jersey

CLINICAL AND ACADEMIC EXPERIENCE:

1992-95:  Assistant Professor of Pediatrics and Pediatric
Hematology/Oncology, Mount Sinai School of Medicine, New York,
New York

1991-92: Pediatric Hematology/Oncology Fellow, Mount Sinai Hospital, NY

1988-91: Recipient of the Pediatric Scientist Training Program grant,
National Cancer Institute, NIH, Bethesda, Maryland

1987-88: Pediatric Chief Resident, Mount Sinai Hospital, New York, New York

1984-87:  Pediatric Intern and Resident, Mount Sinai Hospital, New York, NY

HONORS AND AWARDS:

2021: Women of Color in Pharma Trailblazer Award (unwavering
commitment to diversity equity and inclusion)

2018: J&J Standards of Leadership Award

2014: J&J Standards of Leadership Award

2009: BIO Innovation Award

2004: J&J Standards of Leadership Award

1991: Charles Revson Foundation Award

1990: Henry Christian Award, American Federation for Clinical Research

1988: Pediatrics Physician Scientist Training Award

1983: AOA Honor Medical Society (selected as junior; top 5% of class)

LICENSURE/CERTIFICATION:

Licensure: 1991: New Jersey, #56755
1985: New York, #165111

Certification: 1992: Sub-Board Hematology/Oncology
1988: Advanced Cardiac Life Support
1988: American Board of Pediatrics
1985: National Board of Medical Examiners



ACADEMIC/HOSPITAL APPOINTMENTS:

Assistant Professor of Pediatrics (Adjunct), Mount Sinai School of Medicine, 1995-present

COMMITTEES/SOCIETIES/PROFESSIONAL AFFILIATIONS:

2025-present:
2025-present:
2024-present:
2023-present:
2022-present:
2022-present:
2021-present:
2018-present:

2017-2022:

2017-present:
2014-present:

1998:

1997-present:
1994-present:

Scientific Advisory Role for Recursion, TORL BioTherapeutics, nference
Special Advisor to the CEO, Compugen

Scientific Advisory Board, Ginkgo Bioworks

Alternate Industry Representative, Oncology Drug Advisory Committee
Co-Chair, Life Sciences Council, CEO Roundtable of Cancer

Friends of Cancer Research, Corporate Council (Co-Chair)

Bloomberg New Economy International Cancer Coalition

MMREF Corporate Council

Admissions Committee, Mount Sinai School of Medicine

American Association of Cancer Research

ASH Corporate Council

International Society of Interferon and Cytokine Research

American Society of Clinical Oncology

American Society of Hematology
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