Victoria A. Reder
19 Santa Maria
Corrales, NM 87048
505 890-8585

PROFESSIONAL Prepared numerous clinical reports and other materials for inclusion in briefing documents, INDs,
ACHIEVEMENTS  and CTDs.

WRITING

EXPERIENCE Types of Documents

e Prepared protocols for drug trials (Phases 1 through 3) and device trials.

e  Produced investigator's brochures.

e Worked with interdisciplinary teams to produce Pre-IND Briefing Documents.

e Wrote previous human experience section and collaborated with project manager to
coordinate submission of an IND.

e Worked closely with the regulatory department to write a Pre-NDA Briefing document in
preparation for a client’s meeting with FDA.

e  Completed numerous integrated clinical/statistical reports (Phases 1 through 3) for
submission to FDA and other regulatory authorities.

o Collaborated with physicians from PAREXEL, an academic medical center, and/or the
client’s regulatory department to write clinical expert reports for EC Dossiers.

e Collaborated with project manager to coordinate submission of an IND

e  Prepared summary documents for CTDs.

e Developed manuscripts for publication.

Types of Agents
o Agents to treat
-active rheumatoid arthritis
-asthma
-basal cell carcinoma
-chronic hepatitis C
-C. difficile-associated diarrhea
-lysosomal storage disorders
-psoriasis
e Analgesics
o Antidepressants
o Antifungal agents
e  Antihypertensives
« Antimicrobial agents to treat opportunistic infections in HIV/AIDS patients
e Antiretrovirals to treat AIDS
o Contrast agents for cardiovascular diagnostics
e Hormone therapy for prostate cancer
e Monoclonal antibodies to combat rejection of organ transplants
e Monoclonal antibodies to treat cancer
e Opioids
e Thrombolytics
e Vaccines

Types of Devices

o Implantable prosthesis

e Cardiac bypass device

o Stents

e Cytology laboratory device
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EMPLOYMENT Independent medical writing consultant since 1998

Senior Medical Writer PAREXEL International Corporation

Waltham, MA
Generated drug development plans for biotechnology companies. Developed Investigator
Brochures for INDs. Prepared research protocols for medical devices and drugs according to
FDA guidelines. Produced ICH-compliant Integrated Clinical/Statistical Reports for submission
in the US and Canada. Completed ISS and drafted ISE shell and other documents for NDA
submissions. Collaborated with physicians to produce Clinical Expert Reports in accordance with
The Rules Governing Medicinal Products in the European Community. 1993—1998.

Director of Corporate DataTree, Inc.

Communications Waltham, MA

Produced technical documentation for a general purpose programming language. Evaluated
desktop publishing systems and made a recommendation to senior management. 1991—1993.

Executive Director Emerson IPA

Concord, MA
Administered Independent Practice Association for 105 physicians. Promoted to Executive
Director in 1989. As Clinical Resource Analyst, analyzed Medicare cost and utilization data.
1987—1989.

Project Manager General Internal Medicine Unit

MGH, Boston, MA
Collaborated with clinical investigators to develop research proposals. My nursing background
and research experience enhanced my contributions to developing study protocols and case report
forms. 1984—1987.

Research Assistant Kennedy School of Government

Harvard University, Cambridge, MA
Collaborated with physicians, statisticians, and economists on a proposal to evaluate for-profit
health care facilities. 1983—1984.

Assistant Director for Programs Health Policy Institute

Boston University, Boston, MA
Developed programs to promote efficient use of hospital resources through the B.U. Center for
Industry and Health Care. 1981—1982.

Nurse MGH, Beth Israel Hospital,

New England Medical Center
Progressed through positions in emergency room, coronary care units, cardiac catheterization lab,
and clinical and health policy research units. 1969—1980.

EDUCATION Harvard Extension School, Cambridge, MA, Introduction to Immunology, 1995.
Middlesex Community College, Technical Writing Certificate, 1991.
Harvard School of Public Health, M.S. Health Policy and Management, 1981.
Texas Woman's University, B.S. Nursing, 1968.
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PUBLICATIONS Bolognini, V.!: The Swan Ganz pulmonary artery catheter: implications for nursing. Heart and
Lung 3: 967-981, 1974.
Greenblatt, D.J., Gross, P.L., Bolognini, V.1 Pharmacotherapy of cardiopulmonary arrest.
American Journal of Hospital Pharmacology 33: 579-583, 1976.
Thibault, G.E., Mulley, A.G., Barnett, G.O., Goldstein, R.L., Reder, V.A., Sherman, E.L.,
Skinner, E.R.: Medical intensive care: indications and outcomes. New England Journal of
Medicine 302: 938-942, 1980.

Mulley, A.G., Thibault, G.E., Hughes, R.A., Barnett, G.O., Reder, V.A., Sherman, E.L.: The
course of patients with suspected myocardial infarction: the identification of low risk patients for
early transfer from intensive care. New England Journal of Medicine 302: 943-948, 1980.

Reder, V.A., Fineberg, H.V., Rosoff, C.B., White, L.S.: Shorter length of stay for simple
cholecystectomy: cost-effectiveness of alternative strategies. Medical Care 21, 7: 745-754, 1983.

Campion, E.W., Reder, V.A., Mulley, A.G., Thibault, G.E.: Age and the declining rate of
autopsy. Journal of the American Geriatric Society 34: 865-868, 1986.

Campion, E.W., Avorn, J., Reder, V.A., Olins, N.J.: Overmedication in the low weight elderly.
Archives of Internal Medicine 147: 945-947, 1987.

Eagle, K.A., Quertermous, T., Singer, D.E., Mulley, A.G., Reder, V.A., Boucher, C.A., Strauss,
H.W., Thibault, G.E.: Left ventricular ejection fraction: Physician estimates compared with gated
blood pool scan measurements. Archives of Internal Medicine 148: 882-885, 1988.

Mabhoney, J.D., Gross, P.L., Stern, T.A., Brown, B.J., Pollack, M.H., Reder, V.A., Mulley, A.G.:
Quantitative serum toxic screening in the management of suspected overdose. American Journal
of Emergency Medicine 8, 1: 16-22, 1990.

Eagle, K.A., Mulley, A.G., Skates, S.J., Reder, V.A., Nicholson, B.W., Sexton, J.O., Barnett,
G.0.: Length-of-stay in the intensive care unit: effects of practice guidelines and feedback.
Journal of the American Medical Association 264, 8: 992-997, 1990.
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