Charlotte Crowder, MPH, ELS

65 Jones Point Road, Brooksville, Maine 04617

Phone & Fax:  207/326-8924 

e-mail:  charlotte.crowder@myfairpoint.net

PROFILE

Medical writer and editor with proven abilities planning and coordinating multi-faceted projects

	Specific experience in writing and editing:

	· General patient information in plain language

· Informed consent documents

· Regulatory documents

	· On a wide range of oncology indications, alcohol and opiate dependence, diabetes, multiple sclerosis, stroke, anaphylaxis, anxiety disorder, caridology, Gaucher disease, Pompe disease, obstetrics, gynecology, pediatrics 

	· Proficient in German


EDUCATION/CERTIFICATION

Certified Editor in the Life Sciences

Board of Editors in the Life Sciences

Master in Public Health

Boston University School of Public Health

Bachelor of Arts

Phi Beta Kappa, Magna cum Laude with honors in German

University of Massachusetts at Amherst

CONTRACT MEDICAL WRITING EXPERIENCE
Jan 2000–Present

· Development of plain language global templates for informed consent documents 

· Design of templates for clinical protocols

· Writing and editing of protocols and clinical study reports for phase 1–3 studies, as well as investigational new drug applications, investigator’s brochures, and briefing documents for the Food and Drug Administration (FDA)

· Development of marketing brochures

· Drafting of journal articles to report clinical trial outcomes

· Participation in the successful new drug application preparation for VIVITROL® for alcohol dependence, granted FDA approval in April 2006 and brought to market in June 2006

· Writing and editing of safety narratives on the topic of multiple myeloma for the successful FDA submission for Thalomid®, granted FDA approval in May 2006

· Design and instruction of a workshop for an international corporate audience on the development of plain language informed consent documents 

· Representation of client’s U.S. clinical team at corporate workgroups on revision of standard operating procedure

Clients:  

ALKERMES
Cambridge, Massachusetts

SYNTA PHARMACEUTICALS
Lexington, Massachusetts 

ARGOS THERAPEUTICS
Durham, North Carolina
BIOGEN IDEX HEMOPHILIA UNIT
Waltham, Massachusetts

SHIRE HUMAN GENETIC THERAPIES
Lexington, Massachusetts 
NOVELOS THERAPEUTICS
Newton, Massachusetts
ELIXIR PHARMACEUTICALS
Cambridge, Massachusetts
GENZYME
Cambridge, Massachusetts
MILLENNIUM PHARMACEUTICALS
Cambridge, Massachusetts
PERVASIS THERAPEUTICS
Cambridge, Massachusetts
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Clients, continued:

PREDIX PHARMACEUTICALS
Lexington, Massachusetts

ANTIGENICS
Lexington, Massachusetts

CELGENE
Summit, New Jersey 
 
PEPTIMMUNE
Cambridge, Massachusetts

EMD PHARMACEUTICALS
Durham, North Carolina

RELATED PROFESSIONAL EXPERIENCE

Acting Managing Editor

POSTGRADUATE RADIOLOGY - Journal of Continuing Education

Calendar year 2000

· Edited manuscripts and galley proofs

· Coordinated editorial staff efforts, getting issues to print on deadline

Program Manager

HARVARD-MUNICH ALLIANCE FOR MEDICAL EDUCATION REFORM                        1997–1999

HARVARD PILGRIM HEALTH CARE, Brookline, Massachusetts


Managed operations of faculty and student programs for medical education curriculum reform at Ludwig Maximilians University, Munich.  Success of this initiative received national recognition in Germany and led other German medical schools to seek similar alliances with Harvard Medical School.

· Ran successful faculty training workshops here and abroad, garnering support for the reform initiative university-wide

· Designed and coordinated 6-month, Boston-based, education program for 10 to 15 German medical students annually

· Designed and taught session for German medical students on empathy and the patient-doctor relationship

· Launched additional contracts with universities of Dresden and Heidelberg

· Wrote and/or edited all program materials, including public relations information

· Translated all relevant regulatory and nonmedical German documents

· Managed budget (approximately $1 million annually)

· Received Key Contribution Staff Award, 1999

Medical Writer
HARVARD PILGRIM HEALTH CARE, Brookline, Massachusetts


1994–1997

· Conceived, wrote, and edited plain language patient education materials on pediatrics, nutrition, obstetrics, and gynecology

· Developed interactive material for pediatric information website

Senior Staff Consultant

THE HEALTH COLLABORATIVE, Hospital Consulting Firm


1982–1987

Brookline, Massachusetts

· Consulted to community hospitals on strategic planning and management

· Analyzed medical staff admitting patterns and wrote physician recruitment plan

· Surveyed community senior services; designated opportunities in gerontology, and created design for community-wide consortium of senior services

· Wrote Determination of Need application for replacement of Special Procedures Radiology Unit, resulting in state approval to replace equipment and renovate unit
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BIOETHICS COURSEWORK & RELATED ACTIVITY

· Protecting Human Subjects and the Challenge of Informed Consent Workshop, Boston University School of Law, October 2000

· Intensive Health Law and Bioethics Workshop, Boston University School of Public Health, June 1998

· Annual Ethics Camp, Massachusetts Health Decision, “Building Conflict-Positive Systems,” September 1997

· Harvard Pilgrim Health Care representative at Ethics Committee Tutorial, Massachusetts Health Decisions, Bioethics Cooperative, 1996–1997

· Human Rights Committee Member, Barry Price Rehabilitation Center and The Newton, Wellesley, Weston Committee for Cooperative Living, 1989–1996

PUBLICATIONS

O’Day S, Gonzalez R, Lawson D, et al.  A phase II, randomized, controlled, double-blinded trial of weekly elesclomol plus paclitaxel versus paclitaxel alone for stage IV metastatic melanoma.  Journal of Clinical Oncology.  November 2009. 27;5452-5458. [Acknowledgement].
Crowder C.  Calcifications of the breast.  In:  Knight JA, editor.  Salem health:  cancer.  Pasadena, CA:  Salem Press; 2008.  p. 211.

Crowder C.  Fibrocystic breast changes.  In:  Knight JA, editor.  Salem health:  cancer.  Pasadena, CA:  Salem Press; 2008.  p. 476-478.

Crowder C.  Melanomas.  In:  Knight JA, editor.  Salem health:  cancer.  Pasadena, CA:  Salem Press; 2008.  p.776-779.

Peters A, Greenberger-Rosovsky R, Crowder C, Block SD, Moore GT. Long-term outcomes of the New Pathway program at Harvard Medical School:  a randomized controlled trial. Academic Medicine. 2000 May. 75:470-479.

1994-1997:  Multiple publications on obstetric, gynecological, pediatric, and nutrition topics for Harvard Pilgrim Health Care, including a 32-page booklet, Caring for Your Newborn Baby (1997).

Crowder C. The physical therapist:  a health profession in growing demand. Hospital News. August 1987.

Crowder C. Strategies for nursing staff recruitment and retention. Hospital News. July 1987.

Altekruse J, Koch-Weser D, Crowder C. Characteristics of health science centers that support preventive medicine education. Journal of Family and Community Health. February 1986.

MEMBERSHIPS

American Medical Writers Association

Board of Editors in the Life Sciences

Biotechnology Association of Maine

