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SUMMARY

Seasoned pharmaceutical/biotechnology industry professional in the areas of medical/regulatory writing, standard operating procedures, promotional and training materials
THERAPEUTIC AREAS

Oncology: Solid Tumors, Head and Neck, Thyroid, Lung, Biliary, Skin and Colon-Rectal Cancers, Bone Metabolism, Infectious Disease, Cardiovascular, Dermatology, Endocrinology, Pain, Psychiatric, Renal Disease, Reproductive Health, Transplant, Vaccines, and Wound Healing 
Medical Writing Document Experience:

Regulatory: (IND, NDA, IDE, PMA, 510K, BLA, MAA)
Protocols, Investigator Brochures, Clinical Study Reports, ISS and ISE, Clinical Evaluation Reports, Briefing Documents, Annual Reports, Safety Narratives, PSUR, SOPs for Monitoring, Data Management, Vendor Management, Clinical Operations, Quality Assurance, RECIST criteria on stage III and IV lung and breast cancer, Imaging Charter 
Medical Devices: 
Cardiac implants, MI predictability devices, skin grafts, 

drug delivery devices via iontophoresis; via spinal delivery system

Training Materials
Courses: Speaker/ Creator of Course Materials

· Drug Development in Pharmaceuticals

· Medical Device Development 

· Cohort Studies
· Process Management Training 
· Corporate Training
Medical Reporting
· Conference Reporting

Promotional and Clinical Trial Recruitment
· Patient Brochures and Flyers 
· Newsletters to Investigators

EXPERIENCE

Clinical Research Solutions, Inc., Boston, MA     


2001 – present

Contract Medical Writer or Manager for a SAMPLE of clients: 
	Conventus, San Diego, CA                                                                         2018 - present

	Alkermes, Waltham, MA







 2017


	Agenus Oncology, Lexington, MA
(Process Development/SOP writer)
 2016 – 2017

	Crestovo, Cambridge, MA







 2016

	Ziopharm, Charlestown, MA





 2014 – 2015

	Smithers Viscient, Wareham, MA
(Manager, Scientific Writing)


 2014

	Various ongoing CROs





          2013 – present

	Bayer

                                                                                                  2012 – 2013

	Millennium (now Takeda), Cambridge, MA



              2011

	GlaxoSmithKline 


                                                                 2008-2012 

	Lantheus Medical Imaging, Billerica, MA                                                               2010 


Writing Protocol, clinical study report and narrative writing, and QC
Pharmacovigilance: DSUR, PSUR
Writing SOPs for Clinical Operations and Data Management
Managing 7 scientific writers, prepare reviews and goals, hire and develop
Redesigning work flow & communication process for efficiency and sustainability

Reorganizing the department to increase morale boost and work satisfaction 
         Writing FDA Briefing Documents for pain and muscular dystrophy
Writing Module 2: Clinical Summaries ISS & ISE
Accomplishments at Clinical Research Solutions, Inc:
Medical Writing:
Writing protocols for phase I-IV clinical studies, clinical study reports, requested safety responses, integrated safety reports and annual reports to federal agencies; responsible for designing and writing Clinical Development Plans for early and late stage drug development with pre-clinical and clinical teams; responsible for revamping and writing SOPS for Clinical, Data Management and Quality departments.

Project Management:
Starting up global studies, selecting sites, selecting vendors, preparing contracts and payment, preparing recruitment plans, writing laboratory manuals, study manuals, designing, vetting and writing protocols, literature searches, designing case report forms, writing instructions and creating other tools.  Planning investigator meetings, conducting reliability test and validity meetings, and study coordinator meetings, responding to audits and completing corrective actions. 
Monitoring:
Conducting over 100 of each site selections, initiations, monitoring and close-out visits for biologics, drugs, and medical devices, Phase I - IV. 
Regulatory: 
Reporting annually for INDs and IDEs annual reports, writing clinical sections of IDE, IND and NDAs, Module 2 and 5 as well as requested safety questions.
Clinical Audits: 
Conducting and reporting clinical audits at investigational sites and electronic and laboratory vendors.
People Management: 

Managing project managers, 7 scientific writers, clinical research associates and assistants; preparing reviews and goals, hiring, training, and developing staff
FULL-TIME POSITIONS

Pfizer/Wyeth Research, Cambridge, MA


             
2004 - 2006
Associate Director, Laboratory Quality Management Writing Responsibilities
· Developed Wyeth’s company-wide Laboratory Monitoring Program for safety, specialty laboratories and electronic vendors
· Wrote global across therapeutic area SOPS for a newly formed department 
· Wrote instructional manuals 

Associate Director, Clinical Trial Operations Responsibilities
            Supervised writing of protocols and clinical operations activities
Wrote instructional study manuals, enrollment and communication plans
Organized and hosted investigator meetings and study coordinator trainings
EMD Serono, Inc., Rockland, MA





2000 - 2001
Medical Research Associate (Project Manager) Writing Responsibilities 


Wrote and presented training materials for monitor and study coordinator trainings and inter-rater reliability testing


Wrote protocols that met the objectives of the international project teams 

Wrote bi-weekly project newsletter highlighting study events and created a healthy enrollment competition between investigational centers 


Coordinated investigator meetings and study coordinator trainings

· Managed Clinical Research Nurses including training and bi-annual reviews.
Novartis Pharmaceutical Corporation, E. Hanover, NJ


1997 - 2000

Clinical Trials Manager/Sr. Clinical Pharmacology Scientist: Writing Responsibilities

Wrote protocols, safety, and clinical study reports for phase I healthy volunteer studies designed to meet the objectives of the international project teams

Designed, managed, and wrote clinical pharmacology study reports

Wrote new and updating investigator brochures, annual IND reports and sNDAs
· Managed personnel by presenting, training and developing Clinical Pharmacology Scientist in a merging process
· Trained three departments (150 people) in the new company matrix quality management process, communication channels and data flow


Summarized and presented clinical study results, edited manuscripts, wrote abstracts

Genzyme Biosurgical Division, Cambridge, MA



1992 - 1996

Medical Writing Responsibilities

Wrote clinical protocols and study reports designed to meet the objectives of the Medical Director and Business Development Department

Wrote the clinical section for the annual report and a 510K submission to the FDA

Wrote monthly newsletters highlighting study events and created a healthy enrollment competition between investigational centers

Submitted necessary documentation to Health Authorities (FDA and European) 
PAREXEL International Corporation, Waltham, MA 


1991 - 1992

Medical Writing Responsibilities

Wrote SAE safety narratives for an AIDs project
Wrote integrated safety summaries for submission to the FDA
Wrote investigator instructions for sites and data review guidelines for clinical data managers

Massachusetts General Hospital, Boston, MA



1990 - 1991

Study Coordinator Responsibilities

Managed clinical trial operations 


Attended investigator meetings to improve study design and reliability 


Met with study patients to collect data for industry sponsored studies 


Liaised among the investigator, the IRB, drug companies, and patients


Coded adverse events and medications with COSTART and WHO Drug Dictionaries
EDUCATION

Boston University, Boston, Massachusetts
Master of Public Health, concentration: Biostatistics/Epidemiology

University of Massachusetts/Amherst

Bachelor of Science, Psychology


