Jobs That Crossed My Desk Through July 19, 2009

Contact the person whose information appears at the top of each listing. Listings of each executive search person are separated by string of stars. Multiple listings submitted by one recruiter are separated by straight lines.

*************************************************************************************************
The hot job this week is a VP Medical Affairs/CMO position with a Bay
Area pharma company.  If you know a physician, with commercial
biopharma experience who might have an interest, contact
jim@jimbrownassociates.com"

*********************

Medical Writer—Foster City, CA

Send Resumes to:

 

Human Resources Department

SciClone Pharmaceuticals, Inc.

Email: humanresources@sciclone.com
Fax: 650-358-3469

Web: http://www.sciclone.com
NO CALLS PLEASE 

EOE

Position: Medical Writer, direct hire, with SciClone Pharmaceuticals, Inc.
Department: Regulatory Affairs

Reports to: Vice President of Regulatory Affairs & Quality Assurance 

Responsibilities:

· Responsible for writing key clinical and regulatory documents, from coordinating the development of strategic messaging through providing guidance on formatting, editing, review and internal approvals, including but not limited to: 

· clinical protocols 

· study reports 

· investigator brochures 

· integrated summaries of safety and effectiveness 

· other clinical regulatory submissions, in accordance with ICH guidances and minimal supervision

· Responsible for managing the process and the preparation, writing, and editing of scientific presentations, preparation of templates, posters, abstracts, and manuscripts with minimal guidance 

· Works in collaboration with, and provides medical writing leadership to multidisciplinary project teams including biostatistics, clinical affairs, regulatory affairs, scientific affairs, manufacturing, quality assurance and legal affairs on a variety of projects with minimal guidance 

· Exercises initiative and utilizes professional judgment to integrate various sources of information into a uniform style with accurate language with minimal supervision 

· Provides leadership and works on problems of diverse scope in which analysis of situations or data requires an evaluation of intangible variables. 

· Assumes responsibility for ensuring that the finished document is complete, accurate and complies with the approved format 

· Exercises judgment within defined procedures and practices to determine appropriate action.

Requirements:

· Must have 3+ years with the title of Senior Medical Writer or equivalent in a pharmaceutical or biotechnology environment, requiring adherence to ICH regulations, ideally with training in the indications of oncology and infectious diseases 

· BS/BA degree (minimum) in a biomedical discipline, the candidate will possess previous medical writing experience to demonstrate a clear, concise scientific writing style 

· Must have expert knowledge of the AMA style guidelines; experience with electronic regulatory submissions preferred 

· Demonstrated working knowledge of scientific principles, specifically in the area of oncology and infectious diseases 

· Must have in-depth knowledge of US CFR and ICH Guidelines, and operational aspects of clinical trials 

· Proficient in MS Office Suite with expertise in MS Word and prior experience using Visio, Endnote, and Adobe Acrobat 

· Must have hands-on experience with regulatory documentation supporting clinical drug development and regulatory submissions from preclinical through post-marketing phases 

· Ability to exercise leadership and work effectively in a fast-paced, dynamic environment 

· Detail oriented, methodical, and goal driven 

· Problem-solving capabilities and excellent organizational skills 

· Excellent oral, written, and interpersonal skills, and the ability to understand and communicate technical, medical, and scientific information 

· Willingness to adapt as work evolves and ability to work in a team environment 

Availability:  Immediate

*************************************************************************************************
ePharmaExpo.com uses the internet to conduct trade shows for the pharmaceutical and life science industries.  Besides having virtual exhibits, we also have a click-by-state Job Bulletin that has received a lot of attention.  There are a number of new job postings in the state of CA:

---   Operations Director – Chemistry/Antibody Conjugation  

---  Molecular Biologist

---  Research Associate - Diagnostics

---  Sample Management Manger – CLS

--- Document Control Associate 

--- Clinical Research project Manager

--- Analytical Biochemistry Research Associate

--- Lab Animal Technician

---  Senior Quality Engineer – Medical Device

---  Electro-Mechanical Technician – R&D

---  Manager of Pre-Analytical processing

---  Clinical Lab Technician – Flow Cytometry

---  Senior Software Verification Engineer – Medical Instrumentation

---  Regulatory Affairs Professional

---  Research Associate – Behavior Pharmacology

--- Assembler

Please go to our job bulletin www.ePharmaExpo.com/job  and click on the state of interest or use our Advanced Search Functions to search for jobs.  Please read the job descriptions carefully and follow the descriptions to apply.

We continue to receive many requests from employers and recruiters to search our resume database.  We encourage job seekers to post their resumes on our website to make themselves visible to our inquiring employers.  We wish you the best of luck!

*************************************************************************************************

See below for a job opportunity
__________________________________________________________
Hello
 
 My company, Reglera, needs 3 QE's/Validation – entry and Jr. Level.  
 
They will be helping with a Document Control project.  They have no formal system, so these engineers will be reviewing procedures and then approving them to move through the CO process. They need 2 in Japan and 1 in Shanghai, China. It's a 4 month project. They leave the July 24 to Japan.
 
Please let me know,
 
Thanks
Dagmar Bon
 
Sr. Validation Engineer - Consultant
Reglera
 
(510) 624-1606 – Office – Fremont
(510) 648-6192 - Cell

*******************************************************************************************

If interested, please contact Tammy Harris at

Harris Recruiting LLC
Office: 205-421-1772
Fax: 205-629-3068
Cell: 205-616-7946
harrisrecruiting@windstream.net


POSITIONS 1 & 2: Quality Engineer (2 total openings)

Purpose: Ensure all products meet customer and company requirements. Develop quality processes and methodologies across the company; including: working closely with R&D to ensure quality is an integral part of the design process, supplier evaluation/measurement, incoming inspection methodologies and processes, and production control plans that ensure products meet their specification. Drive continual product and process improvement in product development and manufacturing. Support ISO, MDD, and QSR compliance.

Essential Functions:
1. Establish and maintain product quality plans, control plans, and PFMEAs to assure products will meet customer expectations.
2. Establish quality performance metrics and drive issues to root cause, facilitating failure analysis.
3. Lead complaint investigations and associated device failure analysis.
4. Lead the development of FMEAs (Design & Process) for product development teams to identify critical risks to be addressed. Maintain risk management files.
5. Work with R&D to determine product specifications and tolerances. Participate in design reviews to assure product quality, manufacturability, inspectability, reliability, etc. Design effective experiments through DOE or other methods to support design teams in investigation of various alternatives or in design validation testing. 
6. Provide mechanical measurement support to identify or solve potential material issues. Assist product development with statistical tolerancing and other methods to investigate the effects of part and process variability on system performance.
7. Support process capability analyses to investigate the ability of suppliers and production processes to meet defined specifications and quality standards.
8. Audit manufacturing line against released manufacturing processes and procedures.
9. Assist in the identification and resolution of manufacturing quality issues. Manage and facilitate the root cause & corrective actions system through tracking and validation of issues and support in root cause analysis through facilitating brainstorming, use of fishbone diagrams, hypothesis testing, design of experiments, etc. 
10. Manage nonconforming material through the MRB process to ensure that nonconforming material is identified, appropriately dispositioned, tracked, and reported.
11. Develop inspection/test methods and determine appropriate sampling plans.
12. Facilitate inspection/verification of incoming material, sub-assemblies and finished devices as needed.
13. Coordinate activities of technicians and inspectors as needed
14. Initiate Document Change Orders to support continual product and process improvements. 
15. Assist with routine Quality Assurance compliance and manufacturing support activities as needed
16. Potential for up to 10% travel
Education: BS in Science or Engineering, BSME preferred. CQA/CQE certification a plus.

Experience: Minimum of 5 years in the medical device industry. Experience working in and/or monitoring compliance of Controlled Environment Rooms (CER). Familiarity with QSR, MDD, and ISO 13485:2003 requirements is required. Knowledge of Lean, Process Excellence and/or Six Sigma tools and methodologies is preferred.

Skills/Aptitudes: 
1. Excellent interpersonal skills
2. Strong verbal and written communication skills
3. Solid time management, organizational and creative problem-solving skills
4. Thorough understanding of inspection techniques, statistical methods, design of experiments and quality tools such as capability studies, FMEAs, Pareto charts, fishbone diagrams, etc.
5. Self-starter with a high level of initiative
_________________________________________________________________________________________________POSTION 3:Director of Quality

JOB SUMMARY: 
The Director of Quality will have primary responsibility over the company's quality management program (QMP). The QMP will include, but not be limited to, the implementation and maintenance of all applicable ISO and QSR standards, the systems and tools required to meet compliance and the continuous improvement of products and services. 
The Director of Quality will be responsible for defining, planning and overseeing Quality System strategic initiatives in support of immediate and long-term business needs in accordance with Medical Device Quality System Regulations and overall compliance in accordance with the following standards; ISO 13485:2003, 93/42/EEC MDD, JPAL, CMDR and 21 CFR 820. 
Responsibilities will include coordination of internal and external auditing functions, CAPA, product regulatory planning, Documentation change control, regulatory compliance, software validation, product complaint investigations, customer and agency notifications to include post-market complaint handling, Medical Device Reporting and coordination of field corrections. 
DUTIES AND RESPONSIBILITIES: 
• Define and gain executive support for the company's quality management program including the quality system and procedures. 
• Responsible for maintaining and reporting quality system requirements within the organization to ensure the company is operating in accordance with the international standards, FDA regulations; and maintains associated certifications. 
• Ensure Quality System infrastructure is in place to support commercial operations. 
• Accountable for effective quality processes including procedures, documentation systems, tools, metrics and measurable improvements that are required to meet quality system standards. 
• Manage activities related regulatory compliance including site audits, and other government (competent authority)-mandated requirements. 
• Provide guidance and direction on procedures and requirements for meeting FDA and ISO standards 
• Provide decisions on the risk acceptability and outcome of quality issues. 
• Provide oversight to internal audits on process, CAPA, and proper document and record control. 
• Provide regulatory training to assure awareness and understanding of compliance regulations 
• Manage all departmental employee related activities (i.e., hires, trains, appraises, rewards, motivates, disciplines) as well as departmental budget 
• Provide ongoing development, feedback, coaching, and mentoring to the staff. 
• Provide executive management with guidance on mandated or industry changes that impact Regulatory compliance. 
QUALIFICATIONS: 
• BA/BS in a relevant scientific discipline (or equivalent), MS preferred with relevant experience in a regulated healthcare industry, medical device preferred. 
• At least 10-12 years of direct quality management experience, including personnel/department management and experience with applying quality processes and procedures in a growing development environment 
• Must have demonstrated experience/ability of implementing quality systems in a growing organization. 
• Experience with application of FDA and international regulations in a government regulated healthcare industry. 
• Must have direct experience coordinating and interfacing with regulatory bodies for FDA inspections and ISO audits 
• Must have direct experience in documentation management and change control 
• Direct experience in quality metric generation and reporting as well as communication through management reviews, etc. 
• Ability to quickly grasp technology, medical applications, and applicable regulations/standards 
• Ability to create and effectively communicate regulations/standards. 
• Ability to positively influence groups across the organization to embrace a common philosophy. 
• Must have demonstrated experience in medical device complaint handling as well as reporting of adverse events. 
• Ability to manage and execute on multiple, critical projects simultaneously. 
• Strong ethics to escalate issues in the face of competing company priorities. 
• Demonstrate an appropriate sense of urgency 
Desired Qualifications: 
• Demonstrated experience in product development, specifically design control, sterilization and risk management 
• Demonstrated experience in Operations, specifically receiving inspection, supplier quality, process validation and proper material traceability and controls 
• Demonstrated experience in software validation, specifically business systems such as QMS, ERP, CRM, Device and Equipment. 

*******************************************************************************************
Jay Feeley, National Account Manager
The Engineering and Manufacturing Group
Email: jfeeley@mribaltimore.com

Management Recruiters of Baltimore-Timonium
Website: www.mribaltimore.com
Phone: 443 921-9069 direct - 410 252-6616 x224 - 866 277-4049 toll free

My name is Jay Feeley, and I am a National Executive Recruiter specializing in the Medical Device Arena. I am currently recruiting for a Quality Systems Manager for a medical device company with facilities in 22 nations on six continents; the Company distributes its dental products in over 120 countries under some of the most well established brand names in the dental industry.

Location: Central, PA (Company will assist with Relocation)

Job Summary: This position will be responsible for managing the various aspects of the Quality and Management Systems including: CFR and ISO compliance, internal audits, complaint handling, corrective and preventive actions, document control, labeling control, complaint handling as well as process and software validation. The position will provide primary liaison to the rest of the company on regulatory matters.

Must-Haves to Interview
oBS technical/Life science degree 
o3+yrs management exp at least 3 people 
oexperience with improving performance issues & firing 
o5+ yrs medical device experience-Class II or III 
owork with cross functional teams
-Strong working knowledge of FDA 820 (QSR) and ISO 13485
- Working knowledge of CAPA, Complaint controls systems, risk management
- knowledge of basic submission-510k or PMA
-understanding labeling requirements a plus 
-RA understanding (one or more) : understanding international submission, work with EU, involved in FDA audits, some type of response to FDA
If you or someone you know is interested and qualified please contact Jay directly.


********************************************************************************************
Suzanne George, Sr. Partner
MRI Weston
0A
Management Recruiters of Weston


Sound Interesting???  To learn more please send your resume to
Suzanne@mriweston.com
Visit our website:  www.mriweston.com
Linkedin:  http://www.linkedin.com/in/suzannemriweston
2645 Executive Park Drive
Weston, FL 33331
954-385-3122

Job Connections: Principle Engineer - Class III devices
needed!!! SF Bay area  This Class III medical device
company  is located in the Bay Area of California.. This position may
or may not suit your career plan, however in today's economy we are
confident you could know colleague who is interested - if so please
feel free to forward this email to him or her. Traditionally re
commendations from friends and colleagues fill 80% of job openings.

For your convenience, the job description is below.

Thank you in advance for any help you can give us.

A Medical Device company located in the Bay Area  is seeking a
self-directed  Principal Engineer.  The successful candidate must have
had experience as a technical lead in a medical device company.  This
is an exciting opportunity for the qualified individual.  Be a part of
a growing company.

JOB DESCRIPTION:
Ø      Work on complex problems where analysis of situations or data
require and in-depth evaluations of various factors.
Ø      Recommend alterations to the development and design to improve
quality of products.
Ø      As a technical expert, may technically supervise other
engineers or technician on the project.
Ø      Responsible for performing design reviews and re-validation
assessments to ensure the safe and environmentally sounds start-up of
new processes.

REQUIREMENTS:
Ø      BS degree in Engineering; MS and Ph.D a real plus
Ø      Minimum 12 years of related complex engineering experience in
Class III devices.
Ø      Must have contributed to inventions, new designs, and/or
techniques which are essential to the technical product.
Ø      Must meet all requirements of Black Belt but does not need the
Black Belt credential.
Ø      PE license a real plus
Ø      Statistical analysis
Ø      VOC
Ø      Experience with catheters, stents, or vascular devices a plus
Ø      Strong verbal, written and interpersonal skills.

Excellent Benefit package.  Relocation assistance


Please be assured that all resumes are confidential and will not be
used without your permission.


*********************************************************************************
I am passing along an opportunity in Southern CA that Katherine received
this morning. Please contact Priya for details.

Priya Karuppiah priya@maxisit.com
Resource Manager
MaxisIT,Inc
Office:732-494-2005 *115
Fax :732-909-2393
<mailto:priya@maxisit.com> priya@maxisit.com
<http://www.maxisit.com/> www.maxisit.com


Our client is looking for a Research Associate's. so please let me know your
availability for this position.

Location: Los Angels, CA

Duration: 6 Months 

Description

Works in a research environment in support of new or modified discoveries as
it relates to a company, university or governmental agency research project.
The individual will be actively involved in laboratory work related to the
dosing and sampling of chemicals, raw materials, and-or blood and tissues
for the determination of pharmacokinetic properties of chemicals coming from
various research targets through in vivo experimentation. As such, the
individual will need to have a broad understanding of drug administration
and sampling techniques. The individual will also need experience in
surgical techniques and IACUC standards and requirements. Experience with
both rodents and larger experimental animals is required. The individual
will be adept at establishing and writing protocols and interacting with
Therapeutic Teams to design the most appropriate experiments. ESSENTIAL
FUNCTIONS include but not limited to:- Interact with vivarium staff to
coordinate in vivo study execution and sample acquisition.- Manage
processing and Characterization of samples obtained from in vivo studies.-
Execute soluble protein isolation and analysis via bead-based multiplex
platform.- Execute mRNA isolation and expression characterization via
quantitative real time PCR.- Mammalian cell culture and aseptic technique.-
Ability to manage workload, coordinate in vivo studies and prioritize
tasks.- Demonstration of oral, written and interpersonal skills including
the ability to document and effectively communicate interpretation of data
and results. BS with 3 years experience or MS with 1 year experience. 

Thanks & Regards



******************************************************************************

If you are interested and qualified please contact Al

Ashleigh Baldwin 
HC Research Associate 
2 Oliver Street, 7th Floor
Boston, MA 02109
Telephone: 617.603.2329
Fax: 617.603.2305

One of our clients, a project team at a strategic consulting firm, would like to speak with a Council Member who can discuss drug delivery equipment. Our client is interested in understanding the electronics and control systems that are used in these types of delivery devices.

They are particularly interested in understanding how decisions are made to purchase electronics, control systems, cables, wires, and connectors. In your response, please detail your qualifications to discuss this subject.

Time Sensitive - If possible, the client is hoping to speak with you at your earliest convenience. Thank you!

Topic: URGENT - Electronics and Control Systems for Drug Delivery Equipment

We provide you this information to give you the opportunity to vet your ability to consult on this topic.



**************************************************************************************

https://careers.vrtx.com/1033/asp/tg/cim_home.asp?partnerid=25119&siteid=5134
Positions at Vertex Pharma—Cambridge, MA

We are currently seeking top talent for the following positions:

· Director, U.S Brand Marketing, Cystic Fibrosis 

· Director, HCV Marketing 

· Associate Director,
Market Research 

· Senior Analyst,
Field Planning 

****************************

There are two job opportunities at Theravance, a clinical-stage biopharmaceutical company located in South San Francisco. My contact at Theravance can forward your resume ( or anyone else's resume that you think would be qualified for these jobs) to the hiring manager(s). You can e-mail your resume to me and I can pass it on to my contact in pharmaceutical and analytical development at Theravance. Good luck.
-Mary

stofegam@yahoo.com
 
Process R&D:
Manager, Pharmaceutical Manufacturing

Job Purpose:
Theravance is a rapidly growing biotechnology company that offers a stimulating, challenging and productive environment.
We are seeking a highly motivated and energetic individual for a Pharmaceutical Manufacturing  Manager position within the Process R&D and Manufacturing group. 
Duties and Responsibilities:
• Conducting technology transfer and oversight of drug product manufacturing at a contract manufacturing organization
• Closely interfacing with our pharmaceutics group and other departments to ensure successful execution of drug product manufacturing activities. 
• Tracking progress of outsourced activities and schedules for drug supplies produced at our contract manufacturing organizations.
• Managing Clinical Trial Materials inventory, storage and distribution in support of clinical trials and R&D needs. 
• Maintaining inventory database, systems and documentation related to material receipt, storage and distribution in compliance with regulatory requirements.
Qualifications:
Qualified candidates will have a BS or MS degree in pharmaceutical science or engineering, with 5-8+ years of experience or a Ph.D. in pharmaceutical science or engineering with 4-5 years of experience in the pharmaceutical industry. The candidate must be experienced in the manufacture of drug products under cGMP. The candidate must have exceptional attention to detail, ability to multitask, be highly organized, and possess strong computer skills.. 
 
 _______________________________________________________________________________________
Pharmaceutical & Analytical Development:
Research Associate (Temporary)

The Pharmaceutical & Analytical Development group at Theravance is currently seeking an analytical chemist for a full time, temporary position. The position is for six months and is subject to extension. The candidate will be responsible for performing HPLC, GC, Ion Chromatography, Karl Fischer and other analytical chemistry assays on a wide variety of pharmaceutical samples The candidate will also execute method development and validation experiments under direct supervision.
Requirements:
• B.S. or M.S. with one to six years of analytical chemistry experience in the pharmaceutical or biotechnology industry
• Proficiency in the operation of HPLC is required
• Experience in validation/qualification of analytical methods is required
• Experience in a GMP environment is strongly preferred
• Experience with Empower is strongly preferred
The candidate should also be able to:
• Design and perform routine experiments with limited supervision, and propose modifications to experimental methodology
• Work in compliance with internal SOP’s, GMP and regulatory guidelines where appropriate.
• Interpret data and draw logical, scientific conclusions
• Maintain a lab notebook with accurate and timely entries
• Effectively communicate results to peers and their supervisor
• Maintain an enthusiastic, conscientious and hard working attitude
• Be willing to learn new skills
*************************************************************************************************
Jobs That Crossed My Desk Through July 12, 2009

*************************************************************************************************
For immediate consideration, please submit resumes for Req. #932788 to www.pfizer.jobs

Research Associate/Sr. Research Associate, Protein Purification

At the Biotherapeutics and Bioinnovation Center (BBC), Pfizer’s independent biotechnology research division, we’re dedicated to looking at diseases in novel ways and discovering new medicines for patients suffering from life-threatening and life-altering diseases. The BBC is a federation of independent research units, each focused on a novel and growing area of biotechnology and utilizing it to develop and deliver a steady pipeline of biotherapeutics. Rinat, located in South San Francisco, is one of the units, which works together with Pfizer Global Research and Development (PGRD) to discover and develop these new medicines, as to improve wellness and quality of life across a range of therapeutic areas.

Responsibilities:

We are looking for a senior research associate in the field of protein biochemistry. The ideal candidate will have a strong understanding of protein chemistry and experience in biological and biophysical techniques essential for protein characterization.  Individuals who have industrial experience in protein production working in the mg to gram scale are strongly preferred.  The successful candidate must be able to work independently.  Experience working with multi-disciplinary teams and the ability to present data in a group setting is required.  We are seeking a person who can work within a fluid structure with multiple responsibilities and changing priorities.

The purification and characterization of proteins will be the primary responsibility. It is anticipated that this will require creative, unique approaches, including automation of routine purifications to increase throughput, and the development novel strategies and methods for difficult protein purification and refolding problems. The proteins will be therapeutic proteins, antigens for the generation of therapeutic antibodies, assay reagents for activity screens, and proteins for structural studies.  It is desirable for the candidate to have the experience and flexibility to work on both upstream expression and downstream analytical analysis as necessary.

Qualifications:

· A BS/MS in molecular biology or biochemistry with significant experience.  Previous industrial experience strongly preferred, but not required.  Emphasis in protein chemistry, required, with a preference for experience with protein refolding. 

· Technical expertise should include protein expression, purification and biophysical and biological characterization. 

· Strong understanding of the biophysics of protein-protein interactions, protein chemistry and experience in the molecular biology and biophysical techniques essential for protein engineering.

· Extensive experience with HPLC and FPLC techniques required, specifically desirable is knowledge of Agilent HPLC and GE AKTA systems.

************************************************************************************************************
Senior Research Associate/Scientist, Protein Expression

At the Biotherapeutics and Bioinnovation Center (BBC), Pfizer’s independent biotechnology research division, we’re dedicated to looking at diseases in novel ways and discovering new medicines for patients suffering from life-threatening and life-altering diseases. The BBC is a federation of independent research units, each focused on a novel and growing area of biotechnology and utilizing it to develop and deliver a steady pipeline of biotherapeutics. Rinat, located in South San Francisco, is one of the units, which works together with Pfizer Global Research and Development (PGRD) to discover and develop these new medicines, as to improve wellness and quality of life across a range of therapeutic areas.

Responsibilities:

We are looking for a bench scientist in the field of protein expression. The candidate will have a strong understanding of protein expression in eukaryotic and prokaryotic systems, and extensive experience in cloning techniques essential for protein expression.  Individuals who have industrial experience in protein production working in the mg to gram scale are strongly preferred.  The successful candidate must be able to work independently, and work with a multi-disciplinary team.  The ability to present data in a group setting is required.  We are seeking a person who can work within a fluid structure with multiple responsibilities and changing priorities.

The sub-cloning and expression of proteins will be the primary responsibility. It is anticipated that this will require creative, unique approaches, including construct design and screening to increase yields, and the development of novel strategies and methods for difficult to express proteins and to increase stability of problematic proteins. The target proteins will be therapeutic proteins, antigens for the generation of therapeutic antibodies, assay reagents for activity screens, and proteins for structural studies.  It is highly desirable for the candidate to have the experience and flexibility to work on downstream purification as necessary.

Qualifications:

· A BS/MS in molecular biology or biochemistry with significant experience in industry, or a Ph.D. with 1-2 years experience in molecular biology with some relevant experience in expression.  Emphasis in protein expression in multiple systems, required, with a preference for experience with eukaryotic expression systems including mammalian transient and stable cell lines, and insect cell expression.  Experience in prokaryotic systems required.

· Technical expertise should include extensive experience in protein expression, tissue culture, sterile technique, running and maintaining bioreactors.

· Experience using Wave incubator system preferred.

For immediate consideration, please submit resumes for Req. #932700 to www.pfizer.jobs

************************************************************************************
All career inquiries must be sent via email.

Email resumés to careers@allaccem.com 
SALES SUPPORT Representative

Position responsibilites:   This position is responsible for all administrative, customer support and sales team support duties needed to build and maintain a successful department.  It will be critical to build trust, value others, communicate effectively, drive execution, foster innovation, focus on the customer, collaborate with others, solve problems creatively and demonstrate high integrity and the ability to anticipate opportunity.  Duties include:
Administrative
· Handle all correspondence and organise contact between sales executives and their customers 

· Maintain accurate customer and sales records 

· Maintain updates for ACT

· Product Packing list generation

· Effective transfer and communication with production and shipping departments

Customer Support:

· Facilitate and monitor orders.  May include pulling products from inventory, accepting customer payments and filing the completed orders. Maintain strong knowledge of products, accessories, pricing plans, promotions, and service features.
· Process invoice, product orders and accounts 

· Prepare estimates and quotations for customers

· Draw up tender documents or contracts

Sales Department Team Member:

· Keep records of sales targets and actual figures and compile them into reports for management.  

· Utilize reporting tools   

· Assist with presentations, pre calls and post call notes  

· Maintain professional internal and external relationships that meet company core values 

· Proactively establish and maintain effective working team relationships with all support departments 

· Take the opportunity to prospect for new business and evaluate the sales potential of existing customers

· Manage all aspects of the inside sales department and lead generation process 

· Provide critical market feedback to the Manager regarding local competition and product/service needs.  

· Support the promotional effort behind the products. 

· Maintain a current and competent level of knowledge on the product line, to be a reliable source of information to the health care professionals in the territory

 Requirements:


· Minimum 4 years Sales and/or Sales Support experience.  

· Veterinary pharmaceutical experience preferred.
· Clinical background a plus. 

· College degree preferred

· Demonstrated effective organizational and communication skills  

· Track record of sales support success, with documented/quantifiable achievements

Company Description:  AllAccem is striving to make a real difference in companion animal care through revolutionary technology, manufacturing and products.  To learn more, please visit www.allaccem.com
Location: Menlo Park, CA

***********************************************************************************


Matt Takahashi and the Staff at Executive Biosearch

If you have any questions or would like to review the company in detail, please contact us at mtakahashi@executivebiosearch.com.  

VP Sales & Marketing  - Cell Analysis


 We are engaged with a rapidly growing company who is a leading developer of an automated cell analysis system for life science research, biopharmaceutical production, stem cell research and drug discovery.  Their expanding cellular analysis and processing portfolio is expected to play an enabling role in the advanced cell-based diagnostics and therapeutics.  They will also be launching a new benchtop high content cell imaging and cell counting platform this summer.  
 
They are looking for a Vice President, Sales and Marketing based in Southern California to drive the global strategy with a focus on sales growth.  The incumbent will develop and maintain a high, consistent corporate image as well as drive sales through strategic and tactical marketing.  In addition, s/he will be responsible for driving the application of marketing methodology, evaluation and quantifiable analysis to marketing plans and programs.
 

 

If we have received your resume in the last 6 months, you are being considered for the above opportunity.  We will contact you if your background and qualifications are an appropriate 

fit and appreciate your consideration.

________________________________________________________________________

Country Sales Manager Canada


  We are engaged by the leading developer of digital image systems and solutions for the research, clinical reference laboratory and educational markets. As a result of their continued growth, they are looking for a Country Sales Manager, Canada. 

The incumbent will establish their new Canadian organization and will be responsible for developing and executing a winning marketing strategy for the digital systems.  

The company:
-  The leader with the largest installed based of digital image systems in their market segment  -  over 500 systems in 34 countries.
-  In 2008: 
-     Grew 16% and additional growth projected for 2009
-     Received 2 FDA clearances enhancing their complete portfolio of digital solutions
-     Received 3 additional patents, further securing their IP position and market leadership
-     Founded in 1999, headquartered in California, with offices in the UK, Canada, Australia and Japan. 
 
Qualifications:
-  Demonstrated successful execution of sales of early market high technology products
-  Bilingual (French/English)
-  Proven track record of leadership and mentoring skills to develop a successful sales and support team
-  Prefer 7-10 years experience in sales management at the national level having effectively led sales teams to achieve sales targets and corporate objectives
-  Location - Montreal, Quebec City, Toronto (including surrounding areas)

 

If you have any questions or would like to review the company in detail, please contact us at mtakahashi@executivebiosearch.com.  

 

If we have received your resume in the last 6 months, you are being considered for the above opportunity.  We will contact you if your background and qualifications are an appropriate fit and appreciate your consideration.

___________________________________________________________________________________
Director, Genomics Business Development - East Coast


 Our client is a leading integrated genomics company providing comprehensive genomic reference databases, life science lab information management solutions, GLP-compliant microarray services and essential research consumables.  They are looking for a Director, Genomics Business Development based on the east coast, preferably in the mid-atlantic region.  This position is focused on developing government business primarily, but not restricted to the NIH and associated agencies. 
 
-  They have created the world's largest commercial gene expression databases and have developed expertise and capabilities that are unparalleled in the genomic services industry.
-  Their global infrastructure (with laboratories in the US, India and Europe), standardized procedures, capacity, expertise and highly skilled staff, support drug development programs from pre-clinical target development and toxicogenomic assessment to clinical biomarker identification and patient stratification.  
-  Over 2/3rd of the top 25 pharma companies, leading research institutes and emerging biotech companies worldwide have chosen them as their preferred outsourcing partner and utilize their expertise for understanding underlying mechanisms of diseases, discovery and prioritization of gene targets and biomarkers.
 
Qualifications:
-  Proven track-record of at least 5 years demonstrated sales success (i.e. consistent quota overachievement) for a software, database or consulting company in the life sciences arena.
-  Selling such products or services that were focused on discovery and development is particularly desired.
-  3-5 years experience with government agencies and programs in drug discovery, clinical trials or related life sciences.
-  Demonstrated ability to close deals in the $1 Million plus range.
 
Compensation - Low $100's base salary.  Total on target earnings at $200k. 

Executive BioSearch will respond to resumes received for this position during the week of July 20, 2009

If you have any questions or would like to review the company in detail, please contact us at mtakahashi@executivebiosearch.com.  

 

If we have received your resume in the last 6 months, you are being considered for the above opportunity.  We will contact you if your background and qualifications are an appropriate fit and appreciate your consideration.

_______________________________________________________

Quality Systems Manager - Southern California 

 

We are engaged by the leading developer of digital image systems and solutions for the research, clinical and educational markets. As a result of their continued growth, they are looking for a Quality Systems Manager based in Southern California.

The incumbent would provide company leadership in the implementation, maintenance and improvement of corporate wide quality management systems and support processes.  Proactively manage the various elements of the quality system to ensure compliance with applicable national and international quality system regulations. 

The company:
-  The leader with the largest installed based of digital image systems in their market segment  -  over 500 systems in 34 countries.
-  In 2008: 
-     Grew 16% and additional growth projected for 2009
-     Received 2 FDA clearances enhancing their complete portfolio of digital solutions
-     Received 3 additional patents, further securing their IP position and market leadership
- Founded in 1999, headquartered in Southern California, with offices in the UK, Canada, Australia and Japan. 
 
Qualifications:
Experience with FDA audits; quality systems requirements and process ownership in a medical device manufacturing environment or equivalent; ideally experience with ISO and FDA QSR's. 

 

If you have any questions or would like to review the company in detail, please contact us at mtakahashi@executivebiosearch.com.  

 

If we have received your resume in the last 6 months, you are being considered for the above opportunity.  We will contact you if your background and qualifications are an appropriate fit and appreciate your consideration.

***************************************************************************************


Ronald H. Coelyn 



E-mail: rcoelyn@coelyngroup.com 

Phone: 817-424-3652 

web: http://www.coelyngroup.com 

Our Firm is currently working on several executive search projects for lifescience industry clients. We would value your help in identifying some exceptional candidates for one very special client in particular.

This client is an emerging medical device company dedicated to the design, development and successful commercialization of a catheter ablation treatment technology for cardiac rhythm disorders, including, but not limited to, atrial fibrillation ("AF").

The Company currently has products under review by the FDA and has several CE-Marked products cleared for European commercialization. As the technology is proprietary and highly confidential nothing more can be said about it at this time.

Head, Clinical Study Affairs 

The successful candidate will have a demonstrated track record of success in (1.) the design, implementation, execution and management of US (and ideally, international) clinical trials, (2.) indirectly, working closely with regulatory affairs staff, in obtaining regulatory approvals for complex, cutting-edge technology-based medical device products, and (3.) be able to provide continuous suggestions on all product development, manufacturing and compliance matters ranging from taking prospective medical device products through design verification and clinical trials to and including manufacturing and compliance. This track record will have been built primarily in the field of cardiology, ideally with electro- physiology ("EP") products.

1. A highly intelligent, seasoned individual with a solid track record, ten (10) to fifteen (15) years in duration of demonstrated ability to design elegant, compelling and definitive clinical studies, often working with CRO's. 

2. For the US clinical sites, he/she will direct the CRO's in the implementation and execution of all aspects of the IDE clinical study, including Institutional Review Board ("IRB") submissions and approvals. 

3. He/she must be intimately familiar with the FDA's CDRH and their current, and especially their emerging practices, policies and procedures for Class III medical device products in the field of cardiology, ideally with EP products. 

4. A track record of working effectively with specialty physicians (interventional cardiologists and cardiovascular surgeons) and of managing physician investigator/product user relations successfully. 

The Company is currently very well financed.

Given the uniqueness of the position, the successful candidate can reside anywhere in the US without the need for relocation. That said, he/she must demonstrate the ability to work effectively with a great deal of autonomy. 

We are seeking individuals with impeccable personal and professional reputations and unquestioned integrity; people who are relentless in the pursuit of lofty goals.
**********************************************************************************************

See PackagingJobsOnline.com

For full job listings

	Job: Packaging Engineer
Location: Norwich, NY
Category: Healthcare
Function: Package Development Eng.
Employer: Norwich Pharmaceuticals
Description: The Packaging Engineer will lead multiple packaging projects within the NPI Technical & Development Services group. This group is the new business...

	Job: Sr. Design Specialist- Dual Structural & Graphic Design
Location: Clifton, NJ
Category: Healthcare
Function: Package Development Eng.
Employer: Smurfit-Stone Container Corporation
Description: The position is responsible for interacting with sales representatives and customers to ascertain design needs and creative objectives. The individual...

	Job: Packaging Engineer
Location: Maple Grove, MN
Category: Healthcare
Function: Package Development Eng.
Employer: Boston Scientific
Description: Fully participates in and successfully contributes to project teams typically including the following activities: packaging and labeling design and...


***************************************************************************************

Contract Clinical Scientist/Medical Writer 

South Bay, San Francisco Bay Area

So Jenny Jongejan
Senior Recruiter/Acct Mgr
TechLink Systems, Inc.
San Francisco, CA
415-732-7580 x140

http://www.linkedin.com/in/jennyjongejan 
(Please click on my profile to keep in touch on LinkedIn!)u

This is a 1-year contract in the South Bay, CA. We are looking for someone with around 2-3 years experience as a Clinical Scientist or Clinical Researcher, rather than an extensive work history.  The contractor will be involved in supporting a clinical trial and reporting submissions to the FDA. This person will participate in preparing presentations, abstracts, and data mining for new analysis by conducting meetings with appropriate departments and individuals.
 
Required Skills for this position:
 
1.  Clinical Scientist (or Researcher) with a very "STRONG ABILITY" to write.
2.  Must have a writing sample submitted with resume per manager's request.
3.  MUST be familiar with Clinical Trials and medical documents.
4.  Candidate must have a PhD to be considered for the position.
 
The start date is ASAP and will go through one year. Pay is hourly on a W-2. Only SF Bay Area candidates or those in the close proximity will be considered.
 
For immediate consideration, please email a copy of your complete Word-formatted resume to Jenny at Jjongejan@techlinksystems.com. 
********************************************************** 
Please contact Darshana Nadkarni at wd_darshana@hotmail.com, to discuss further.  Phone: 408-898-0000.

Patent Attorney 
Medical device company with stable financial position, founded by a veteran leader with over a dozen companies, has an immediate opening for a senior Patent Attorney.  Minimum 10 years of electro-mechanical, medical device patent prosecution experience is required.  ****************************************************************
If interested, please contact:

 

Marjorie Saraga

Senior Staffing Specialist

The Clinical Resource Network

260 Madison Avenue - 3 rd FL

New York, NY 10016

Toll free: 800-230-8717

Local:     212-824-1598

Fax:       212-824-1599

Email: msaraga@crnspg.com
In-House Contract Medical Writer –Cambridge, MA

Cambridge, MA
In-House Contract Medical Writer position for a Pharma company in Cambridge, MA 

Responsibilities
· Responsible for writing and editing high-quality manuscripts, posters, presentations, review articles, slide kits, and other educational materials from clinical study data 

· Proofread layouts of publication materials, including galleys 

· Organize and facilitate monthly meetings, providing relevant publication and communication updates 

· Provide review and substantive editing of documents 

Qualifications
· A minimum of 3 years of experience writing/preparing abstracts, manuscripts, and reviews for clinical trials for a pharmaceutical, biotechnology, or contract research company 

· Must have a strong science background 

· Prior experience in the therapeutic areas of oncology, hematology, bone marrow transplantation is highly desirable 

· Able to research and review clinical content effectively and translate information into clear and concise messages using AMA style in the English language 

· Candidates must possess a BS or higher degree in a scientific discipline 

· Masters or PhD degree in any Biomedical Science highly preferred 

 

*********************************************************************************************

Susan E Caldwell, PhD 

Medical Writer Consultant & President

Biotech Ink, LLC

Tel: 650-286-9300, or 415-335-4239 (Skype free internet phone)

Fax: 650-286-9301

Email: caldwell@biotechink.com
Web: www.biotechink.com and www.biotechinkinsider.com
Biotech Ink Spots Blog: http://www.biotechink.com/blog
Twitter: http://twitter.com/susanecaldwell and Medical Writing Twibe: twib.es/D0G
Biotech Ink Insider Medical Writing Newsletter: http://tinyurl.com/qbjwze
Hope this email finds you well. I"m writing to let you know about a contract opportunity that came my way recently. Here's the info about it:

I am a project coordinator at ____________ . I'm looking for freelance medical writers to cover a conference in San Francisco in late July/early August, and found your website, www.biotechink.com/. Can you help? 

Our company ... sends teams of freelance writers to record the proceedings of our clients' conferences, and produces summary reports, newsletters, and online content from the material.  

For this assignment, we're producing a daily tabloid based on same-day coverage of a medical conference. Writers would be asked to take notes during conference sessions and to produce a news-style article immediately afterwards in our onsite production room. (Examples of this type of product are on our website, though the content will obviously be quite different.) We will be leading the team onsite, and will provide detailed project instructions and our in-house style guide. 

Do you know of freelance writers who would be interested in this assignment? We usually contract directly with freelance writers and pay an hourly rate (negotiable based on experience) that includes time for reading-in, on-site coverage, and writing. However, I'd be open to discussing how this assignment would fit with your standard practice for assembling teams. 

The writers must be within driving distance of San Francisco. If you're interested in doing the conference coverage, please let me know ASAP, and I'll put you in touch with the manager who's hiring the writers. 

 

 

*********************************************************************************


David Obad
Managing Partner
NCompass Recruiting 
www.ncompassinc.com
415.738.7878 x104 - Office 
415.738.7878 - Facsimile 
866.949.7878 - Toll Free 
"Helping Navigate Your Medical Device Career"

Our client is currently looking for a Sr. Manufacturing Engineer (Electro-mechanical). Below are a few things they need in an engineer:

- Apply Lean Six-Sigma concepts 
- Developing, implementing, and validating electromechanical fixtures, processes and procedures
- Experience with Design for Manufacturing (DFM), Design of Experiments (DOE) and product/process Failure Mode and Effects Analysis (FMEA)
- Able to use Solid Works to document fixtures and assembly aids


*********************************************************************************************************************

Claire Barnes

clairelbarnes@yahoo.com
Position Description 

Title:
  

Senior Director, Quality-- Solstice Neurosciences 
Department:
  
Quality

Classification:

Full Time, Regular

Supervisor:  

Vice President, Operations

Direct Reports:
Heads of Quality Control, Quality Assurance, Quality Systems & Compliance

Position Summary:
The Senior Director of Quality has responsibility for management and oversight of Solstice’s Quality functions supporting a commercial biological product, including Quality Control, Quality Assurance, and Quality Systems.  This position establishes Quality policy within Solstice’s Operations unit, and has final authority for product release decisions.  The Sr. Director is also responsible for reporting Quality and Compliance metrics for the Operations unit, and is accountable for ensuring compliance concerns are resolved or escalated to senior Solstice management.

Key Responsibilities:
· Develop, lead and execute a Quality Assurance Strategy, ensuring that the Quality Strategy is appropriate and effective in meeting the business needs 

· Continually assess Operations quality and compliance metrics and develop strategic quality objectives

· Maintain a state of compliance with national and international GMP standards pertaining to biological products.

· Oversee development and implementation of standards, methods, and procedures for testing and evaluating the quality and reliability of products 

· Develop and integrate GMP and Quality programs into Operations systems and day to day activities

· Develop strategic risk assessment tools and risk management processes 

· Interface with corporate partners on all aspects of quality including development and execution of Quality Technical Agreements, as well as on-going quality issues concerning batch release and compliance

· Act as site quality representative for Agency (FDA, EMEA, KFDA, MHRA, and other) interactions including face-to-face meetings and inspections

· Implement strategic goals for regulatory approvals globally.

· Monitor performance against regulatory commitments.

· Exercise judgment in identifying and escalating critical defects/ issues, to assess impacts of defects/issues on supply and for internal and external forecasts.

· Manage multiple projects simultaneously and resolve scheduling and other conflicts in order to meet business objectives 

· Regularly identify process improvements and implements changes as needed 

· Determine the appropriate staffing levels and capital equipment needs

· Maintain oversight of the QC, QA and QS functions to achieve corporate and department objectives

· Establish department priorities and maintain accountability for delivery of objectives

· Identify talent; coach and mentor staff; create career development and succession plans

· Establish department budget and headcount requirements and maintain oversight of approved budgets

Requirements:

Educational:  Bachelor s degree in Science, Engineering, Math or related field. Masters/PhD preferred.
Experience:  Minimum of ten years’ progressively responsible and relevant experience with a minimum of 8 years management level experience.  Experience must include QA and QC in the biotech or pharmaceutical industry. Must have significant and extensive background in staff management within a Quality organization, and a successful track record implementing quality system process improvements. Must possess strong ability to balance business demands against Quality/Compliance policies.
Skills:  

· Thorough knowledge of cGMP requirements for biological product manufacturing

· Strong understanding of regulatory requirements for commercial biological products

· Proven track record with FDA, EMEA, and experience with MHLW preferred

· Strong understanding of risk assessment and risk management fundamentals/tools

· Technical understanding of biological processes 

· Team and consensus builder, with definitive and authoritative decision making ability

· Hands-on leader with ability to develop, train and mentor staff

· Strong written and verbal communication skills

· Good presentation skills using a variety of media

*************************************************************************
Todd Markowitz

Regional Manager/Exec Recruiter 
The McCandlish Group
Email: todd@mccandlishgroup.com
Web:http://www.mccandlishgroup.com
http://www.linkedin.com/in/toddmarkowitz
Ph: (951) 698-7642
Fax: (888) 214-1120
eFax: 8882141120@myfax.com
"Recruiters with a 24/7 mentality"

I am looking for a Product Manager for a client of mine who sells flow measurement devices to surgeons, nephrologists, interventionalists, critical care personnel, researchers and medical equipment manufacturers throughout the world.  I’d greatly appreciate if you could please review the following job description and let me know if there is anyone in your network you could recommend/refer that is either close to the Ithaca, NY area or willing to relocate.  

By the way, my client says that someone with a clinical background; someone highly technical/OR/business analyst, would be a good fit. Marketing a Must!

Position:  Product Manager, Clinical Segment
Location:  Ithaca, NY
Reports to:  Director of Marketing

My client, the world leader in flow measurement systems for medical applications, has a unique opportunity in their Marketing Department. The Product Manager, based in the home office in Central/West, NY, will report directly to the Director of Marketing.

Responsibilities include: 
- Overall product support, market development, sales support, customer support, and product development that affect the profitable growth into the clinical market segment. 
- Work with sales managers, direct sales representatives and distributors on increasing sales worldwide by developing and implementing marketing strategies and promotions. 
- Manage changes to existing products and development of new products to increase market share. 
- Develop and maintain strong working relationships with key customers. 
- Analyze customer decision process, market buying behaviors and competitive presence to assure appropriate positioning and branding of product line. 

Professional qualifications: 
- Bachelors degree, life sciences or nursing. MBA with emphasis on Marketing a plus. 
- Demonstrated skills in MS Word, Excel, Outlook, PowerPoint, written and verbal communications. 
- Effective customer interaction skills. 
- Demonstrated ability to learn complex medical field.

- 5 to 10 years clinical experience

Equal opportunity employer. Competitive benefits including free medical. 

 ___________________________________________________________________________________

Compensation: Base 78K – 80K, Depending upon Experience

Also, I am looking for an Associate Product Manager (comp 60-68K); just in case anyone comes to mind for the same client.  Someone highly technical, possibly a nurse; someone familiar with hemodialysis.   

****************************************************************************** 
Jobs That Crossed My Desk Through July 5, 2009

***************************************************************************************

Q.A. Supplier Engineer- Contact: Fionna Mabeliso, Independent Recruiter/Consultant, fionnamb@comcast.net 

How to apply?If you are interested and qualified for the Q.A. Supplier Engineer, please e-mail me your resume, and answer the questions below. I will contact you to schedule a phone interview.Do you have current and last  8- 10 years experience combined in Manufacturing and Quality, with at least 4  years in a regulated industry (Biotech, Pharmaceutical or Medical Device manufacturing)?  Specific experience with electromechanical medical devices strongly desired.  If yes, please describe Do  you have both American Society Quality – ASQ, and Certified Quality Engineer, (CQE), or Auditor Certifications?Are you familiar with ISO, FDA regulatory requirements? If yes, please describe.Are you willing to travel at least 50%?

Direct Hire Position, full benefits, Milpitas for a medical device company.

This position will support the Materials Management program   to ensure successful supplier quality management, development, material cost reduction and risk management activities.
 

Currently there is limited to no Quality Engineering support for supplier management to mitigate risk of ensuring continuous supply of high quality, reliable and cost effective products.
 

This individual will be Quality Engineering support for the Materials Management function by providing technical leadership, serving as a liaison on engineering-specific matters, providing guidance and problem solving skills for technical issues related to externally sourced materials and associated suppliers. 

 

Part of this responsibility includes the support for Supplier Corrective Actions (SCAR) and NCMR investigations and in conjunction with engineering, assessing the capabilities of new suppliers for product development projects. 

 

In addition, this individual will be responsible for establishing and leading the Supplier Auditing Program in the Milpitas facility.  

 

The ability to initiate develops, implement, and maintain policies and procedures to ensure compliance with Quality System Regulations (QSR’s) and ISO 13485 for medical devices is required.  

 

This candidate will promote Quality Assurance systems and activities in partnership with key technical groups to ensure product quality and regulatory compliance.

 

Develop, maintain and lead the Milpitas Supplier Auditing Program.  Plan and execute supplier Quality System audits to assess compliance with QSR, ISO and company requirements.  Includes scheduling, evaluation of audit observations/findings, reporting, and confirmation of follow-up actions.  Communicates quality issues to suppliers and provides assistance to develop corrective actions. 20%
 
Support Material Review Board (MRB) by evaluating supplier rejects in relation to design & test specifications to identify the root cause of issue.  Make recommendations to improve process/design to meet specifications.  Support MRB cost reductions by implementing root cause corrective action plans with suppliers. 20%
 
Lead and manage supplier related projects through validation as well as cross-functional teams in the executing critical supplier improvement/cost reduction initiatives including: "Dock to Stock Program", "Make vs. Buy "analyses, assessment of risk with current supply sources, and new supplier evaluation. 20%
 

Quantifies, proposes and initiates re-design ideas to internal engineering and supplier product development teams, resulting in high quality, reliable and cost effective products and also ensuring continued product supply.  20%
 

Provide quality and technical support to product development teams. 10% 
 

Lead/enhance internal audit program including writing of audit reports and the tracking audit responses. 10%

 

Minimum Requirements:

Bachelors Degree or higher in Mechanical or Electronic Engineering or related technical fields.

 

8- 10 years experience combined in Manufacturing and Quality, with at least 4  years in a regulated industry (Biotech, Pharmacy or Medical Device manufacturing).  Specific experience with electromechanical medical devices strongly desired.
 

Auditor Certification, ASQ Certified Quality Engineer (CQE) a plus.

 

Extensive knowledge of ISO, FDA regulatory requirements. 

 

Willing to travel at least 50%.

 

Excellent verbal and written communications skills, strong interpersonal / facilitation skills. 

 

Knowledge of lean manufacturing, demonstrating experience leading related performance improvement activities. 

**************************************************************************************

Janet Jarboe
Jarboe and Associates    
JanetJarboe@qwest.net
(OFFICE) 970-686-5899   
     (MOBILE) 970-689-2962

Jarboe and Associates has specialized in placements for small, mid-size, large and pre-IPO companies. Our staff identifies opportunities and candidates in Pharmaceutical Technologies, Pharmaceutics and Drug Delivery, Analysis and Pharmaceutical Quality, Regulatory Science, PPDM, Process Analytical Technology, 
Drug Design and Discovery, Clinical Sciences and Writing. Our goal is to effectively communicate and conduct efficient and confidential searches.

Director, Regulatory Affairs - California             (reports to Vice-President)
Responsible for development and execution of global regulatory strategies and regulatory agency interactions. Regulatory role spans pre-IND and early clinical development of antibody products for proprietary cancer targets in multiple solid tumors. Position is a key member of product development team and interfaces regularly with research, manufacturing, quality and clinical organizations within company global operations. Position is “hands-on” and also includes coordinating the preparation and submission of all regulatory documents and reports to FDA and equivalent international organizations.  
Requirements:
-Bachelor’s degree in life sciences, Chemistry, Biology preferred. Advanced degree is a plus. 
-8-10 years previous biotechnology and/or pharmaceutical drug development experience. 
-Scientific knowledge in chemistry, general biological/physical science and ability to apply that knowledge to regulatory issues and product development. 
-Recognized as an expert in regulatory strategy and submissions. 
-A minimum of 5 years regulatory affairs experience preferably involving direct contact with the FDA; full knowledge of FDA & ICH regulations and guidelines, and the ability to provide interpretations of that information to others. 
-Proven record of successful IND/NDA submission and negotiations with the FDA. Strong organizational skills with the ability to manage large projects and provide regulatory guidance/training to others in the department as needed. 
-Proven ability to prioritize and multi-task with minimal supervision based on interactions with project team members. Excellent written and oral communication skills, with writing ability to meet regulatory requirements and standards. 
-Ability to communicate effectively and maintain effective working relationships. Must be able to positively influence and direct staff and colleagues and groups within company global organization. Highest integrity with respect to professional standards and maintenance of proprietary, confidential information.  
____________________________________________________________________________________
Research Scientist / Senior Research Scientist: Target Validation/ Mechanism-of-Action and Biomarker Development  - California
This position will be critical for leading and advancing major projects at the company to facilitate the identification of novel monoclonal antibody therapeutics for cancer. 

The qualified candidate will establish in vitro cell-based platforms for validating cancer targets, develop systems for exploring cellular phenotypes and molecular pathways of cancer, and evaluate their modulation by monoclonal antibody product candidates. The incumbent will have expertise in cancer biology, signal transduction pathways, cell biology, biochemistry, assay development and monoclonal antibodies. The candidate will be responsible for identifying key cellular functions and molecular components of cancer target pathways for evaluating monoclonal antibody activities and mechanisms-of-action. Additionally, the applicant will develop biomarker assays based on cellular or molecular discoveries that will be validated extensively in anti-tumor analyses. The incumbent will join an interdisciplinary team of scientists and research staff validating novel targets for selection of future therapeutic antibody candidate development. The position will involve both management and bench-level activities, as well as cross-functional interactions with research teams focused on target validation and reagent generation for program development.
Requirements:
    Candidate consideration requires a Ph.D. degree and 6+ years of experience in industry with a proven record in the required expertise and activities. Successful applicants will have strong written and oral communication skills, be self-motivated, demonstrate leadership and possess an exemplary record of research, as evidenced by publications and patents. Developmental opportunities include leading projects for therapeutic monoclonal antibody discovery, building new technology platforms and team leadership.  
Formulation Development Scientist  - California
The successful candidate will play a key role in developing and implementing formulations for the development products of company’s anti-cancer monoclonal antibody. The scientist will interact with the functional groups in the Development, QA/QC, and CMC teams to define and oversee strategy for formulation development. Essential responsibilities include but are not limited to:

• Lead the design and execution of experimental programs to develop phase I and II clinical formulations
• Supervise pre-formulation activities, such as (pH-dependent) solubility, stability, and excipient compatibility testing of new products


• Develop formulations of adequate stability for research, pharmacology, toxicology and early clinical studies
• Characterize prototype formulations and support development of corresponding analytical methods
• Develop and scale-up of formulation processes using DOE. 
• Maintain a current awareness of formulation and delivery technologies.
• Maintain a current awareness of and enforce applicable government regulatory, safety, occupational health, and environmental requirements.
• Work closely with other Research and Development teams, actively supporting testing of new drug formulations at various stages of development, meeting project timelines and goals
• Contribute to CMC sections for regulatory filings.
Requirements:
    • Ph.D. in a scientific discipline (Biochemistry, Chemical Engineering, or Biochemical Engineering) with 5+ years of relevant experience in the pharmaceutical /biotechnology industries.
• Experience in the pharmaceutical industry is preferred in formulation development or related biochemistry related areas of development (e.g. purification, stability, analytical). 
• Experience working with monoclonal antibodies and exposure to early phase formulation development activities
• Experience with IV formulations as well as formulation development for poorly soluble compounds would be desirable. 
• Proven experience managing the scale-up and manufacturing of parenteral dosage forms
• Proven ability to apply the principles of the basic sciences, such as physical and organic chemistry, thermodynamics, and materials science, to pre-formulation and formulation development, using a rational, scientific approach.
• Supervisory experience preferred. 
• Must be highly motivated, have excellent organizational and communication skills, and must be able to work independently and as part of a multi-disciplinary team.

_____________________________________________________________________________________
Purification Development Scientist - California   
The successful candidate will play a key role in developing, characterizing, validating, and implementing monoclonal antibody purification processes from laboratory to pilot scale. The scientist will apply engineering and biological expertise to collaboratively develop and optimize purification processes suitable for cGMP manufacturing, and will interact with the teams within Process Development as well as collaborate with members from Manufacturing, Quality Control, Quality Assurance, and the Biotechnology Labs of company site in Japan. The scientist will also be responsible for new technology development and process optimization as it benefits company current and future purification platforms. 

Essential responsibilities include but are not limited to:

• Design, develop, and implement recombinant protein purification and recovery processes from laboratory to pilot scale using mammalian cells     • Serve as a technical expert in protein purification within the organization and provide support to the equipment and documentation requirements of GMP manufacturing suites and development laboratory      • Work with Manufacturing and assist for technology transfer to cGMP manufacturing, provide technical support/ and support troubleshooting of existing processes.     • Work both independently and in collaboration with the Purification Process Development team and ensure that corporate objectives are met.     • Write and review documentation to support regulatory filings     • Generate, analyze, and report results of experiments and present at meetings within company.
Requirements:
    • Ph.D. in a scientific discipline (Biochemistry, Chemical Engineering, or Biochemical Engineering) with 5+ years of relevant experience in the pharmaceutical /biotechnology industries.     • Knowledge of the design, optimization and scale-up of purification processes is a necessity. Direct experience with purification process development and process transfer for clinical or commercial manufacturing of biopharmaceutical product(s) highly preferred.     • Hands-on experience with protein purification unit operations such as centrifugation, clarification, precipitation, chromatography and ultrafiltration.     • Knowledge of protein biochemistry and competence in routine protein analytical characterization tools such as HPLC, electrophoresis, and spectrophotometry is also required.     • Process validation and cGMP experience is desirable.
• Supervisory experience preferred.      • Must be highly motivated, have excellent organizational and communication skills, and must be able to work independently and as part of a multi-disciplinary team.


****************************************************************************************
ePharmaExpo.com uses the internet to conduct trade shows for the pharmaceutical and life science industries.  Besides having virtual exhibits, we also have a click-by-state Job Bulletin that has received a lot of attention.  There is a new, exciting posting for a VP Operations position in the state of VA.

---   VP Operations (state of Virginia)

Please go to our job bulletin www.ePharmaExpo.com/job  and click on the state of interest or use our Advanced Search Functions to search for jobs.  Please read the job descriptions carefully and follow the descriptions to apply.

We continue to receive many requests from employers and recruiters to search our resume database.  We encourage job seekers to post their resumes on our website to make themselves visible to our inquiring employers.  We wish you the best of luck!

*****************************************************************************************
Alex Showers 
Liberty Personnel Services 
610-941-6300 ext 114
alex@libertyjobs.com 
Experienced Medical Writers 

New York, New Jersey, Atlanta, and San Francisco 

My clients, both excellent Medical Communications companies in New York City are actively seeking experienced medical writers for full time permanent opportunities.  Experienced writers with Medical Education, Medical Communications or Pharmaceutical advertising writing experience are desired.  
 
Qualified applicants must have the following:
 
A PhD, MD, or Pharm D degree in a life sciences discipline 


2 years or more of industry experience preparing & writing (manuscripts, posters, educational programs, journal articles, executive summaries, abstracts, power point, slide kits, review articles, etc)

 
CNS and/or Oncology experience desired

  
Experience in a variety of therapeutic areas a plus (Psychiatry, Oncology, Diabetes, Psychology, RA,  Cardio, Neurology, etc)


Salary depends upon experience. 
 
Please send a Word copy of your CV to alex@libertyjobs.com for consideration.  


*************************************************************************************************

For immediate consideration, please email a copy of your resume to Jessica Warchal at Jessica.warchal@i3global.com.

Senior Medical Writer Specialist

i3 Statprobe focuses exclusively on providing the pharmaceutical and biotechnology industries with comprehensive, integrated data service solutions that include data capture, summary, analysis, and reporting for clinical trials across all phases of research. The company demonstrates leadership and innovation by leveraging world-class process design and six-sigma quality, affording clients the ability to maximize efficiencies and exceed customer expectations.
 
As a UnitedHealth Group company, i3 Statprobe is part of a worldwide health care service organization that uses innovation, integrity and commitment to prepare for the future - and you can prepare for yours with us. It's a rare combination for success that only a career with i3 Statprobe can provide.          
 
i3 Statprobe is currently seeking a home- or office-based Sr. Medical Writing Specialist to create clinical documents for use in regulatory activities by client and affiliates when they respond to questions from health care providers.
 
Responsibilities
 
Develop clinical regulatory documents, including study reports, protocols, and investigator brochures 

Develop tables, charts, figures, and other display elements for clinical data

Ensure document consistency and comprehension

Manage timelines and milestones

Lead or participate in meetings

Coordinate quality reviews as needed
 
Qualifications
 
Bachelor's degree in life science or clinical field of study required; MS, MPH, PharmD, PhD, or other advanced life science degree preferred
Extensive experience in writing clinical regulatory documents in a pharmaceutical, CRO, or freelance environment
Knowledgeable of eCTD organization and preparation
Thorough knowledge of relevant GCP, ICH, and FDA guidance documents
Working knowledge of basic statistics with ability to analyze descriptive and numeric data and present these with clarity and accuracy
Thorough knowledge of clinical research design and methodology
Excellent organizational and planning skills
Excellent proofreading, editing, and internet research skills
Strong written and verbal communication skills
Proficient in the use of Microsoft Office software, including Documentum, templates, styles, table formatting, and customized toolbars
Proficient in the use of English grammar, punctuation, and spelling
Experience writing manuscripts for medical/scientific publications is a plus

Diversity creates a healthier atmosphere: equal opportunity employer:  M/F/D/V

UnitedHealth Group is a drug-free workplace. Candidates are required to pass a drug test before beginning employment.
***************************************************************************************

Candidates must meet the clients’ qualifications.
Contact:
Nancy Cody

wirth@wirth-associates.com


General Manager   - 34-P-06309 
Must have extensive recent experience in aseptic products manufacturing and recent experience as a GM.
$220K+,  plus 20% bonus and stock optns.
California

Job Description
The General Manager/Senior Plant Director (GM) is responsible for managing all business activities, directing site senior management and developing strategic business initiatives at the site.  The GM represents the company on legal/statutory issues with government bodies such as State Department of Health, United States Food and Drug Agency, and Chamber of Commerce officials.  The GM interfaces with other pharmaceutical companies, patient groups, scientific organizations, main customers, suppliers, health authorities and key opinion leaders. The GM is responsible for compliance with US/Local employment laws. The GM is responsible for carrying out the manufacturing operations that exist at the facility in a manner consistent with the expectations of company culture and business principles.

Typically requires a BA or BS degree in Business Management, Science or Engineering and minimum 16+ years of relevant experience in related field. Alternately, an MS/MA or MBA degree and minimum 14 years of relevant experience.
Must have pharmaceutical background with emphasis on aseptic manufacturing. 
Facility is a multi-product manufacturing and distribution facility.

_________________________________________________________________________________________________Director, Development Quality -  011-06229-TWV
$130K 20% bonus, Relo
Southwest
Reports to: VP
SUPERVISES:  Development Quality Engineers and staff

This position is responsible for the overall maintenance and coordination of quality strategies and quality systems programs, activities and issues for Product Development Process (PDP) for software, reagents and instruments.  Processes, controls and oversight consistent with an IVD regulated company will be identified and implemented.  Has oversight and responsibility for Development Quality Engineering.
Functions:
- Responsible for the review and implementation of all company policies and procedures relating to Design and Development quality, compliance, and product registration. 
- Act as a key quality contact with the FDA, international regulatory agencies and other regulatory bodies on a proactive basis.
- Work collaboratively with Regulatory, manufacturing, and Development to drive the compliance activities related to FDA regulations and quality system standards for Product Development.
- Provide oversight in taking innovative ideas from proof of concept through Product Development to Manufacturing to improve compliance and streamline systems to reduce time to market while maintaining compliance with our Quality philosophy. Provide oversight for quality system compliance for product Development.
- Provide overall review, day to day management and operational success for all quality functions in Development including the successful integration of activities cross-functionally.
 - Respond to regulatory authorities and/or distributor requests for additional information.
 - Collaborate on quality issues to develop, coordinate, prepare and maintain Design History Files and Technical Data Files for the US, Europe and Canadian registrations.
- Will lead and mentor development personnel related applied statistics, advanced statistics, and DOE (design of experiments)
- Develop and lead the Development Quality group to ensure optimal skills are developed and resources are deployed to maximize business impact. Provide expert mentoring and assistance to Development Quality Engineers, Process Owners, and core teams. Ensure rigor in project execution and timing to ensure methodology is deployed with appropriate rigor and effectiveness. Transfer best practices across functions and sites.
- Communicate effectively in all forms and at all levels within the organization.  Exhibit a collaborative, participative attitude and style.
- Follow-up and implementation of actions identified through regulatory compliance audits. Evaluation and monitoring of corrective actions related to internal and external audit findings.
- Provide leadership, development opportunities, and direction for the Development Quality Engineering group in support of product development and manufacturing.
- Monitors work to ensure quality, and continuously promote Quality First Time.

Qualifications:
Bachelors Degree in Business, Sciences, Engineering or related field, or any combination of academic education, professional training or work experience which demonstrates the ability to perform the duties of the position. Masters degree preferred.

Experience:
A minimum of 10 years experience with quality responsibility. Experience in either medical device and/or pharmaceutical products is required.  Formal training in Quality Systems and Quality Engineering.
Must have working knowledge of European and US and international regulations and standards covering in vitro medical devices.  A successful track record of working in a matrixed organization and building strong partnerships with other organizations including R&D, manufacturing, regulatory, clinical affairs and other senior management.

____________________________________________________________________________________________

Director, Sr. Regulatory - 02-06229-TWV
$150K.  20% bonus, Relo
Southwest
Reports to: VP
Supervises:  Director of Regulatory Affairs, Manager Regulatory Compliance

This position is responsible for the overall development, implementation and coordination of regulatory  strategies and activities, with a focus on understanding and influencing legislative/regulatory policy issues and assessing the effectiveness of the Quality System.

Functions:
- Act as primary regulatory contact and strategist with the FDA, CMS, international regulatory agencies and other regulatory bodies.
- Collaborate with Quality in driving compliance activities related to FDA and ISO regulations, and quality system standards.
- Provide oversight in taking innovative ideas from proof of concept through regulatory strategy, including filing and approval. Provide regulatory oversight for product development, manufacturing and commercial operations.
- Provide overall review, day-to-day management and operational success for all regulatory functions including the successful integration of activities cross-functionally.
- Monitor the US and international regulatory environments, and provide executive management with assessments of the impact of new and changing regulations on the company¹s business.
- Review and approve Company policies and procedures for the regulatory function.
- Develop and implement training programs for direct reports and other functional groups to assure awareness of all requirements and maintain compliance with all current regulation.
- Coordinate the review and approval of product labeling and advertising. Review marketing promotional materials and provides leadership /guidance in the development of compliant sales training, advertising and detail literature.
- Oversee the maintenance of regulatory files and tracking databases to ensure prompt and accurate access to company regulatory information and to provide reports to management.
- Develop and manage capital and operating budgets for the Regulatory Department.

Qualifications:
Bachelors Degree in Business, Sciences, Engineering or related field. Masters preferred.

Experience:
Ten to fifteen years of progressively responsible regulatory/quality management experience in the medical device industry.  Proven experience negotiating with regulatory agencies, including experience with filing of 510ks, PMAs and IDEs.  International regulatory experience valuable. Must have working knowledge of medical device development process and European, US and international regulations, laws and standards covering in vitro medical devices.  Hands-on experience and scientific and technical background/training in regulatory submissions for in vitro diagnostic devices preferred.  Successful track record of working in a matrixed organization and building strong partnerships with other organizations including R&D, manufacturing, clinical affairs and other senior management.

______________________________________________________________________________________________
DIRECTOR, REGULATORY CMC BIOLOGICS   02jw-559C
$140K to $180K, bonus, options, and relocation
MA or NJ site (Position could be at either location, Great Relo Package)
The successful candidate will be responsible for the global CMC regulatory strategy for maintenance of biologics marketed products. This position entails regulatory leadership on various cross functional project teams, strong interaction with Technical Operations personnel at manufacturing sites and other key partners both internal and external to the company. The position will have responsibility for providing global regulatory strategy for anticipated analytical, manufacturing and packaging changes, compilation of post approval regulatory submissions including annual reports, renewals, supplemental applications, variations and other maintenance dossiers and coordination of responses to health authority questions and comments. This position requires the ability to independently manage multiple projects and direct reports to prioritize work in alignment with company objectives. This position will interact directly with the FDA and with other Health Authorities through local regulatory managers with minimum management oversight.
Position Requirements: Minimum BS, Chemical Engineering, Pharmacy, Chemistry, Biology or related science. An advanced degree is an asset. 10 plus years in the Pharmaceutical Industry and 8 plus years CMC, biologics CMC regulatory strategy or related experience. The successful candidate will have a strong knowledge of global CMC regulations and guidance pertaining to biologics. Exposure to developing global regulatory strategies for post approval changes, and direct experience in handling health authority questions and responses.



QEs for a client in NC. Classical QE background in pharma. Whatever experience $75K
*************************************************************************************************

********************************************************************************
 Other Information for Those in Transition
********************************************************************************
*******************************************************************************

Job seekers - here is a good article from Wall Street Journal.
Darshana Nadkarni,Ph.D.

http://online.wsj.com/article_email/SB10001424052970203872404574260032327828514-lMyQjAxMDA5MDAwMjEwNDIyWj.html
**********************************************************************************

Job Sites

The most known site for career and job listings is www.biospace.com which focuses on biotech and pharma.

A newer website which includes jobs but also a virtual exhibit hall for companies—this one is dedicated to pharma entitled ePharmaExpo.com at http://www.epharmaexpo.com/job.php
There’s website with jobs specific to medical device area at the www.legacymedsearch.com .

Another new site with listings of interns, consultants and some jobs is www.deviceland.com
I’ve just received information on another new site with sole focus on medical devices and most in the  Bay Area is http://www.mdrecruit.com/careers.html I’m told they had 97 placements last year. Check this one out and let me know if you have good results.

*********************************************************************************

I received Biotech Ink Insider from Susan Caldwell, a local medical writer. She always has great insights as well as jobs at times to share. I’ve pasted in some videos mentioned by Susan that might be of interest for your job search: 

Writing a Resume: When seeking a job, the resume is of considerable importance--it's your calling card and door opener. Here's a video that helps you create the right resume and minimizing the stress while you do it. Includes ten rules for how to approach your resume, interview, and job search. Very good basic advice.

 

Writing Your Resume Cover Letter: Same instructor as for Writing a Resume (above). Gives good basic advice on how to craft your cover letter and get the job interview you seek.

 

The Art of Medical Writing: Short video on the Masters in Medical Writing program at the University of Philadelphia, the only such training program in the world. 

*********************************************************************

Susan Caldwell wrote an article regarding writing a resume as well.

10 Tips for Creating a Door-Opening Resume 

by Susan E Caldwell 
[image: image2.jpg]


If you're a medical writer, how can you make sure that you still have work in these tough economic times? Important for staff and freelancers alike, marketing your name and abilities can be done in many ways. One way is to develop and maintain a living resume that speaks to the best you have to offer employers. 


As an experienced worker, you likely have a professional reputation. Maybe it's good, or maybe it's not so good. How can you enhance or improve your resume so that your best shines through? Here are a few suggestions: 


1.       Resume Format. Your resume's format should be simple and pleasing to the eye. Because resumes are often input into databases, the simpler the format, the better. Using a simple format should help avoid the need to reformat before your resume is uploaded into a database. When you submit your resume to a recruiter or job board, you should submit it as a Microsoft Word file, but without special formatting. Avoid bullets, bolding, italics, indents, and other formatting that are lost in plain text files. If you do use special formatting, your resume may look like alphabet soup after it's put in a database.


Organize your resume in sections, each with a heading that tells the reader what is in that section. Here are some sections typically found in resumes and their approximate order of appearance:

Introduction or Career Goal 

Summary 

Work History or Professional Accomplishments (if candidate has work history) 

Academic Background 

Skills 

Honors and Awards 

Publications

There are many variations on the organization and section labels listed above, and you should use what is appropriate for your career stage. Points 7-10 (below) specifically address what content should be included in some of your resume's major sections.


When you are ready to format your resume, consider looking at the many examples of resumes available online. Seeing the structures of other resumes may help you decide on your own resume's format and organization. 


2.       Job Targeting. Decide what your target job or assignment is, and tailor your [image: image3.jpg]


resume to that job. How do you do that? For one thing, you can pepper your resume with the key concepts, terms, and abbreviations for your target job in your resume; this will show that you know the language in that field. Examples include the terms ICH Guidelines, investigator brochure (IB), style guide, and eCTD. Another way to target your resume is to rewrite portions of your resume to match the target job description. This strategy sounds like a lot of work, but it can pay huge dividends. When you submit a targeted resume, it's more likely you will be considered a great match for the position.


3.       Resume Emphasis. Emphasize your best accomplishments (for example, an approved eCTD submission that you worked on). Make it clear that you got the job done in an effective way, particularly if it saved time or money. You can do this by positioning these stellar achievements toward the resume's front, writing more about those accomplishments, and/or including specific comments about them in your resume. If there's a web site or information on the web that illustrates or supplements information about your accomplishment, link that information to your resume.

4.       Lying on Your Resume. This one is simple: don't lie on your resume. It's a bad idea for several reasons. Not only is it wrong, but if you exaggerate or lie, you may be in over your head if you do get the job. In addition, employers do check resume facts, and they are likely to identify any lies or inconsistencies. 


5.       Errors in Your Resume. If you're seeking a new job or contract assignment, your resume should be flawless. That is, it should have no typos, misspellings, incorrect grammar, or other writing errors. If you want to open the door to a job interview, show the reader that you are careful about your writing. As a medical writer, the writing that appears in your resume will be the first writing sample an employer sees. Be sure that it will stand up to scrutiny.

 

6.       Resume as Living Document. Ensure that your resume is always current and well crafted; it should be a living document. Update it every time you have new material to add to it. Again, the resume's purpose is to get your foot in the door for an interview. If you don't keep your resume current, you may miss a chance to include vital information, especially if you need it on short notice. For this reason, you should always be ready to send your resume to recruiters or employers on a moment's notice.

 

The remaining points in this article address issues within your resume's sections:


7.       Summary. At the start of your resume, include a short (usually 1 to 2 paragraphs) thumbnail summary of your work experience and academic background. It's also appropriate to have a statement that tells the reader what your want to do in your next job. 

[image: image4.jpg]


8.       Academic Background. The academic background section should include your earned degrees, the name of the institution where you earned the degree, and the dates when they were conferred. If you have earned an advanced degree, this section may be a good place to list the title of your thesis or dissertation, if any. (Alternatively, your dissertation's citation can be included in your resume's Publications section.)

 

A separate section following your academic background can include the continuing education and training courses you've taken. The list should include the subject matter (or course title) and date(s) when you had the training. And here's an important tip: whenever possible, include specific dates for the education and training. The dates add to your credibility, and their absence can be conspicuous. 

 

As you advance in your career, your academic background generally becomes less important than your work history. After you have a work history, especially in medical writing, consider moving the academic background information in your resume to a location following your work history.

 

9.       Work History or Professional Achievements. In this section of your resume, include specific details about your work history. The reverse chronological work history format often works well, with your most recent job listed first. The work history section should describe your milestone accomplishments for each job or contract assignment. As with the academic background section, include the start and stop dates for the jobs and/or contract work that you've done. The dates will give you added credibility.
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10.       Publications. If you've authored any publications, put a list of them in your resume with the full citations in a consistent reference format. For publications with multiple authors, you should include all of the authors' names in the order that they appeared in the publication. Finally, try to get access to electronic copies of your publications on the internet. Consider hyperlinking those citations in your resume to the actual articles. In so doing, your reader can easily find and read examples of your work. You can also prepare a set of publication samples as a zipped file to provide to prospective employers.

 

Done well, your resume will open many doors for you, including some you may want to walk through. There are many resources on the internet that will help you create an excellent resume. Take the time to use them, too! You'll be glad you did. 
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About the Author

Susan Caldwell is a medical writer, PhD scientist, and entrepreneur. After 10 years of laboratory research, she made a major career course correction and never looked back. She found she could make a career of doing what she loves--writing--and applied it to her background in biomedical research. Since 1995, she has directed medical writers at five life-science companies, including her company, Biotech Ink, LLC. Her specialty is writing regulatory documents for clinical, preclinical, and manufacturing activities that support the development of biotechnology, pharmaceutical, and medical device products. She also has considerable experience writing book chapters, newsletters, brochures, white papers, web content, and many other document types. Susan has been writing and publishing the Biotech Ink Insider newsletter since October 2008.


You can email Susan at caldwell@biotechink.com, phone her office (650-286-9300), see her LinkedIn profile, follow her on Twitter, and you're invited to join her Medical Writers Twibe (for which you have to have a Twitter account).


Copyright 2009 Biotech Ink, LLC. All rights reserved.
************************************************************************************************

Susan E. Caldwell a local medical writer shares some insights into finally mastering touch typing.

As writers, we must type to do our work, at least if we're using Microsoft Word or other word processor. Many[image: image6.jpg]


 writers become writers without knowing how to touch type (typing without looking at the keys). Touch typing at 40-60 average words per minute, which is industry standard, is roughly 3 to 4 times faster than you can write by hand. The links below are offered so that you can learn and practice touch typing for free (and they aren't presented in any particular order:

 

1. http://www.sense-lang.org/typing/ 

2. http://play.typeracer.com/
3. http://10-fast-fingers.com/
4. http://www.learn2type.com/
5. http://www.touch-typing-tutor.com/
6. http://www.nimblefingers.com/
7. http://www.alfatyping.com/
8. http://www.typeonline.co.uk/typingspeed.php
***************************************************************************************************

See free downloadable annual Salary Survey from Contract Pharma at http://www.contractpharma.com/articles/2009/06/2009-annual-salary-survey

****************************************************************************
Given the current economic climate, this is a wonderful time to prepare for a career transition and to reassess your career path so that it is aligned with your personal and professional goals. Career Opportunities in Biotechnology and Drug Development, www.careersbiotech.com, published by Cold Spring Harbor Laboratory Press, is a comprehensive, in-depth exploration into the many careers found in the life sciences industry (biotech, pharma and medical devices), based on interviews with over 200 industry executives. It covers 20 vocational areas and over 100 careers. The book was written with the goal of helping readers identify career areas that best suit their interests, values, skills and goals. Each chapter explores the many in-depth nuances of each vocational area. Additionally, there are chapters on resume preparation, job search strategies, informational interviewing and more. A free sample chapter on careers in Project Management is available at www.careersbiotech.com.

This insightful and extremely helpful book was researched and written by Toby Beth Freedman, Ph.D., President, Synapsis Search (www.synapsissearch.com) and local guru on life science careers. Toby freely shares her experiences acquired as a researcher, business development manager, recruiter and her indepth research with local industry organizations, such as, local AWIS, the Bio2Device Group and universities. 

The target audience for this book is people working in academia or in industry who are considering a career transition. It has a broad appeal to scientists, doctors, nurses, lawyers, engineers, business executives, high tech professionals, etc. The book is available on Amazon and a paperback version will be available soon. 

****************************************************************************
Upcoming Bioscience Business and Marketing Courses in the fall at UCSC Extension at the new location in Santa Clara near intersection of 101 and Bowers…please help us promote these courses beyond those who have taken them already. There’s little information about these courses developed specifically for working professionals in the life science industry. These two days of intensive classroom work followed by 2 months of work done at student’s home location allows for participants who come from outside the Bay Area on business and add on two days and take a top rated course from experts in the field at an affordable price.

October 8-9: BIOSCIENCE BUSINESS AND MARKETING ESSENTIALS

The bioscience industry is like no other. Lengthy timelines and unique financial, legal, regulatory, social and political challenges impose constraints that impact every aspect of the business. This course helps participants gain: a practical understanding of the bioscience industry landscape, key business drivers and challenges; insight into the critical roles that business and marketing disciplines play at all stages of a bioscience company's development; and hands-on experience implementing important bioscience business processes that are essential to success within the industry. Presented by UCSC Extension in Silicon Valley, Santa Clara, CA.  For more information: See www.ucsc-extension.edu/biobusiness.
December 3-4, BIOSCIENCE BUSINESS DEVELOPMENT: BUILDING VALUE
UCSC Extension in Silicon Valley presents a two-day intensive course that brings the breadth of the Bay Area’s biobusiness development expertise to our Cupertino classroom. Whether financing start-up activities, trying to keep pace with the current burn rate, or moving a product into the marketplace, bioscience companies, both large and small, have a critical need for business development at every stage of their evolution. Learn the key roles that business development and licensing play in the commercialization of a new product and the development of a successful bioscience company. Santa Clara, CA. For more information, see www.ucsc-extension.edu/biobizdev
***********************************************************************************************
These job postings are listed on my blog accessed at www.audreysnetwork.com along with my suggestions for local industry meetings for networking and expanding your knowledge and skills. Please direct other interested parties to my email address at audreyerbes@aol.com  if they wish to receive these mailings directly.
***************************************************************************************
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