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PROFESSIONAL SUMMARY

Over 15 years of clinical drug development experience with HIV vaccines, post-exposure
prophylaxis of Ebola and Marburg viruses, rheumatoid arthritis, cystic fibrosis, ovarian cancer,
and head and neck cancer. Expertise includes gene transfer, RNA targeting, and the Animal
Rule.

EXPERIENCE
Alison Heald Consulting, LL.C, Seattle, WA 2016 — present
Principal, Clinical Drug Development Services

¢ (Clinical strategy ¢ C(linical endpoint development

¢ Clinical trial design and implementation * Preparation of clinical documents for

¢ Clinical trial operations regulatory filings (IND, NDA, NIH-RAC)

¢ Medical monitoring ¢ Interpretation and synthesis of clinical

¢ Data safety monitoring board services trial results

. . Authoring of manuscripts, clinical study
¢ Safety assessment committee services s
reports, and grant applications

University of Washington Medical Center, Seattle, WA 2000 — present
Attending Physician, Madison HIV Clinic 2000 — present
Clinical Associate Professor, Allergy and Infectious Diseases 2015 — present
Clinical Assistant Professor, Allergy and Infectious Diseases 2012 - 2015
Clinical Associate, Allergy and Infectious Diseases 2000 - 2012

Sarepta Therapeutics, Inc., Bothell, WA (formerly AVI BioPharma, Inc.) 2010 -2014
Senior Director, Clinical Development 2010 - 2014
+ Oversaw scientific and technical aspects of a contract with the Department of Defense to
develop two modified phosphorodiamidate morpholino oligomer (PMOplus) compounds,
AVI-7288 and AVI-7537, as post-exposure prophylaxis for Marburg virus and Ebola
virus, respectively.
— Led strategy team meetings on product development of AVI-7288 and AVI-7537 in
pursuit of FDA approval under the Animal Rule.
— Designed, implemented, completed and published clinical studies to evaluate safety
of the compounds in humans.

— Provided medical monitoring services for phase 1 first-in-human clinical studies.
— Effectively interacted with the FDA, amending the IND and participating in
regulatory meetings.

¢ Provided guidance on the clinical development of AVI-7100, a PMOplus compound with
activity against influenza.
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Alder BioPharmaceuticals, Bothell, WA 2009 — 2010
Senior Medical Director 2009 - 2010

+ Explored new oncology indications for an anti-IL-6 monoclonal antibody, including
ovarian cancer, non-small cell lung cancer and multiple myeloma.

¢ Finalized clinical study reports for phase 1 and phase 2 clinical trials of an anti-IL-6
monoclonal antibody in healthy subjects, rheumatoid arthritis and non-small cell lung

cancer.
Targeted Genetics Corporation, Seattle, WA 2000 —2009
Senior Director, Clinical Affairs 2005 - 2009
Director, Clinical Affairs 2002 - 2005
Program Physician, Clinical Affairs 2000 - 2002

+ Provided safety oversight of phase 1 and phase 2 HIV vaccine studies conducted by the
International AIDS Vaccine Initiative (IAVI) in Europe, India and Africa, organizing and
leading the Data Safety Monitoring Board.

+  Wrote pertinent sections of the pre-IND and IND submissions for HIV vaccine study to
be conducted in collaboration with the HIV Vaccine Trials Network (HVTN).

¢ Successfully guided a gene transfer product candidate for rheumatoid arthritis into
phase 1 and phase 2 clinical trials.

— Devised clinical development plan in consultation with thought leaders and experts.
— Designed, implemented, completed and published phase 1 and 2 clinical trials.

— Wrote pertinent sections of the IND application, negotiated details of the clinical
trials with the FDA, and successfully interacted with the FDA about a highly-
publicized fatal serious adverse event, leading to the release of clinical hold.

— Assisted with preparation for public review of clinical trials by the NIH Recombinant
DNA Advisory Committee (RAC).

— Collaborated with Outcome Measures in Rheumatology Clinical Trials (OMERACT)
to develop new outcomes to measure response of single joints to local therapy.

¢ Successfully designed, enrolled and completed a phase 2 clinical study of gene transfer
product candidate for cystic fibrosis.

¢ Supervised conduct of the clinical trials and provided safety monitoring for phase 1 and
phase 2 studies of ovarian cancer and head and neck cancer.

Duke University Medical Center, Durham, NC 1996 — 2000
Assistant Professor of Medicine, Infectious Diseases Division 1997 — 2000
Associate in Medicine, Infectious Diseases Division 1996 — 1997

¢ Served as principal investigator on corporate-sponsored HIV drug studies, AIDS Clinical
Trials Group studies and National Institute of Drug Abuse grant.

University Hospital of Geneva, Geneva, Switzerland 1990 — 1992
Clinical Research Associate, Centre SIDA (AIDS Unit) 1990-1992
Research Associate, Policlinique de Médecine 1990
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SPECIALTY CERTIFICATION
American Board of Internal Medicine, Infectious Diseases
American Board of Internal Medicine, Internal Medicine

PHYSICIAN LICENSURE
License to Practice Medicine, Washington State

PROFESSIONAL TRAINING
Duke University Medical Center, Durham, NC
Fellowship in Infectious Diseases

Yale-New Haven Hospital, New Haven, CT
Residency in Internal Medicine

EDUCATION
University of Pennsylvania School of Medicine, Philadelphia, PA
Doctor of Medicine

¢ Honors: Alpha Omega Alpha

Duke University, Durham, NC
Masters of Health Sciences, Division of Biometry

Swarthmore College, Swarthmore, PA
Bachelor of Arts with Distinction

¢ Major field of study: Chemistry

¢ Honors: Phi Beta Kappa, Sigma Xi
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