Jobs That Crossed my Desk, Jan. 25-Feb. 1, 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. 
****************************************************
Interviews start Feb 2nd- so please, email Aliki your resume at ahelman@avantismedical.com.Manager, 

Clinical Affairs – medical device start up
 

Avantis Medical Systems is a visualization technology start-up company focused on delivering cost effective solutions for the improved detection and prevention of cancer in the GI tract. 

 

We are looking for experience Manager, Clinical Affairs to manage clinical trials in both, US and Europe. This position will report to CMO and will include managing Clinical Specialists, CROs as well as managing accounts.  This position has responsibility for strategic planning, tactical implementation, management and reporting of clinical investigations involving human subjects. Also responsible for contributing to the design and implementation of cost-effectiveness studies to evaluate theoretical and practical issues, including measurement of direct interventional costs and evaluation of long-term outcomes.
 
Major responsibilities:
 

· Manages clinical studies of Avantis products. 

· Participates in design of clinical studies. Works with senior management in solving problems and addressing changing clinical study and market opportunities.  

·Ensures that clinical studies are designed and conducted in a manner conforming to U.S. and international regulations.

·         Assesses proposed clinical sites to ensure that the sites can comply with study requirements such as protocol compliance and patient accrual.

·         Supports investigators and clinical sites in preparation of submissions to Institutional Review Boards and Ethics Committees.

·         Negotiates Clinical Study Agreements with clinical sites.

·Ensures that protocols, agreements and investigator activities protect patient welfare, patient confidentiality and Company interests during all clinical investigations sponsored by the Company.

·         Ensures that personnel at investigational sites are appropriately trained in the device, the clinical procedure and the study protocol prior to any device utilization in human subjects. Provides additional support as requested by the study sites during initiation or during the investigation.

· Recruits, trains and develops Clinical Department staff. 

· Supervises Clinical Specialists and other personnel in the field. 

· Manages Clinical Research Organizations that contract with Avantis to conduct studies. 

·         Ensures that study data is collected, assessed and reported in an appropriate and timely manner.

·         Analyzes and evaluates clinical data in accordance with statistical relevance, and presents information regarding the Company’s clinical investigations.

·Assists in writing and editing of manuscripts, outlines, tables and figures for clinical publications.

· Reviews publications, articles and abstracts to stay abreast of clinical and technical developments in the industry. 

·         Participates in generation of the budget for the Clinical Department.

·         Participates in R&D project team meetings as needed to assure that teams are aware of clinical activities for specific market launches, so project schedules can be accurately developed and met.

·         Supports Regulatory Affairs personnel in obtaining all necessary domestic and international regulatory approvals and provides required notifications to conduct human clinical trials for new devices, indications or procedures

 

Requirements:
 
· BS degree required, MBA preferred 

· Emphasis in Life Sciences, Medicine, or related technical field 

· 5+ years of experience with clinical trials 

· Clinical trials experience for medical products is required, experience in GI space is highly desirable 

· Knowledge of Quality System Standards, Good Clinical Practices and Good Manufacturing Practices 

· Experience in biostatistics 

· Strong written and oral communication skills 

· Strong organizational and office skills 

· Demonstrated leadership and management skills 

· Ability to perform activities to support product development, administration, manufacturing and other activities as identified by Senior Management 

· Clinical experience at both, large and small companies is preferred 

· Able to work with a sense of urgency and pace consistent with a start up 

· Travel over 50% 
If you meet the requirements, please contact : 

Daniel Biggar
Leading Edge Medical
www.LeadingEdgeMedical.com
Office # 303-449-9300 ext. 3
Cell # 720-938-7959
Director of Clinical Affairs
 

Highly motivated individual being sought to lead clinical effort for SF Bay Area company’s pivotal study in preparation for a CMS submission. Responsible for establishing, managing and technical leadership of the Clinical Affairs group. Executes multi-center US study from site selection and initiation through data gathering and analysis. 

Principal Duties and Responsibilities: 
·         Manages the Company’s U.S. clinical trial activities, both observational and pivotal.

·         Develops and manages relationships with clinical sites, investigators, and clinical study coordinators.

·         Directs the drafting of protocols, submissions, data analysis, clinical monitoring activities, and other necessary actions to ensure efficient and timely execution of the Company’s pivotal reimbursement study.  

·         Assures that records are maintained and provides periodic reports.  Aids in the writing of clinical papers for publication.

·         Participates and coordinates, as necessary, in the monitoring of clinical trials, including training of investigators and clinical site personnel, assisting investigators in subject recruitment, and monitor data collection and reporting.

·         Builds and manages infrastructure of talented in-house staff and outside contractors, as necessary, to execute study in a timely manner and within budget guidelines.

·         Develops and manages study budgets, timelines and resource requirements. 

·         As part of executive staff, collaborates with senior management and participates as a member of Project Teams representing Clinical Affairs, as assigned.

·         Participates in Product Complaint investigations and Returned Goods analysis, as appropriate.

·         Aids in the development of promotional materials and ensures that clinical content is accurate.

·         Performs others duties, as assigned.

Qualifications (education, experience, skills):  
·         Requires a Bachelors degree in an appropriate scientific discipline and ten (10) years experience in clinical operations, with a minimum of five (5) years of medical device experience.  Project management experience with medical devices is preferred.

·         Thorough understanding of FDA guidelines and requirements for the conduct of a clinical trial in the US and successful experience leading multi-center clinical studies.

·         Must have strong leadership and interpersonal skills. Experience in recruiting and interfacing with top-level physicians and their staff during the course of clinical study.

·         Must have excellent communication skills, both written and oral, and must be computer literate

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

Please send resume to Darshana Nadkarni at wd_darshana@hotmail.com.

VP of Marketing opportunity is available for a company located in 
Mountain View, CA. Product in early stage human trial showing great 
promise and addresses a huge market opportunity. Requires at least 3+ 
years experience at VP level in a medical device/ healthcare company
*********************************************************************************
Wirth & Associates is a Pharmaceutical, Biotech and Medical Device Executive Search Firm. Below is a list of our current openings, if you have any referrals please contact our office.

We have completed searches in the following areas: Corporate Officers, Manufacturing, Operations, Engineering, Employee Health and Safety, Business Development, Clinical Trials, Research and Development, Financial, Sales, Marketing, Product Development, Production, Validation, Logistics, Communications, Human Resources, Quality Assurance and Quality Control.


Please contact our office for more information.
Sincerely,
Nancy Cody
Director of Staffing
Wirth & Associates
wirth@wirth-associates.com

______________________________________________________________
Vice President/Senior Vice President, Product Development - 043-013009-
Southern, CA
220K
Senior Vice President position is available immediately to lead process development, product development, analytical development, and quality assurance groups at XXX. The person in this position will have experience in successfully directing a biological drug manufacturing development program though phase 2/3 stage to commercialization. This person will have in-depth technical expertise in manufacturing development, process validation, and GXP compliance. This person will also have successful experience in managing quality functions, including managing inspections by regulatory agencies. The successful candidate will have a strong technical background, with an advanced degree in life sciences and 15-20 years experience in the biotechnology/pharmaceutical industry. This person will have excellent skills in problem solving, prioritizing and time management, people management, oral and written communication. The successful candidate should enjoy and work well in a fast paced, multi-tasking, and hands-on environment.
This position has the following responsibilities:
1.Provide strategic leadership in advanced drug substance and drug product manufacturing development, analytical development, as well as quality system development.
2.Ensure successful execution of the companys phase 3 and commercial manufacturing plan by providing strong leadership in process validation, facility evaluation, and CMO management.
3.Preparation of CMC sections of regulatory submissions.
4.Supervise Director-level team members performing development activities.
5.Lead continuous improvement of the companys quality systems.
6.Supervise inspections by government agencies for GXP compliance.
7.Manage personnel and resources to ensure scientific and business timelines and budget targets are met.
8.Be an active contributor in the companys strategic planning process and serve as an expert in issues related to advanced-manufacturing development.

_______________________________________________________________________

Associate Manager, Maintenance
Director / Senior Director, Project Management
Manager, Quality Assurance
Technical Transfer ​ Validation Manager
Quality Assurance Manager
Eng. Mgr. MANAGER OF ENGINEERING -
Sr. Scientist
Sr. Equipment Eng.
Manager of Materials Management
Senior Automation Engineer 
Director of Marketing
Director, Environmental Health & Safety
Quality Assurance Auditor-Manger, Compliance ³lead² role in QA audit,.
The Manager/Director, Regulatory Affairs
Associate Manager/ Manager Quality Technical Services
Manager - Demand Management 
Associate Scientist/Scientist 
Investigations Manager  
Documentation Control Manager  
RA  CMC Manager ​ Regulatory Affairs 
Sr. Validation Eng.
Plant Manager
Dir. Mfg. Operations  
Flavoring Scientist
Validation Proj. Eng.
Sr. Automation Eng.
Plant Eng. Mgr.
Sr. Process Eng.
Validation Engineer  
Technical Operations Manager
Manager, External Supply Chain  
Director of Manufacturing
Team Leader (Production Supervisor)
Compliance Associate IV
Director, QA 
Manager, QC Documentation
Manufacturing QA Manager
Validation Engineer  
Technical Operations Manager
Manager, External Supply Chain  
Team Leader (Production Supervisor) 
Compliance Associate IV 
Director, QA 
Manager, QC Documentation
Manufacturing QA Manager   
QA - Quality Engineer 
QA Director  
Sr. Manager, Clinical Operations 
Research & DevelopmentDirector, Analytical R&D
*****************************************************************************

Qualified candidates please reply to: 
Cindy Johnson 
cjohnson@chozeninc.com 
tel:  925-242-1010 x 101 
Below is our update on positions we are working on in medical device.  We have positions in the SF bay area as well as other locations across the country.  You are welcome to pass this along to anyone that may be interested.   (Just to note, recently we have received a great deal of inquiries about openings so it may take a little longer than normal to reply.)   

Most Urgent Positions: 
· Sr. Clinical Research Associate (spine/fluoroscopy exp.) 

· International Area Sales Director – can be based anywhere in the US 

· Product Manager (ophthalmic) 

· Clinical Specialist (cardiac rhythm mgmt) 

· (Sr.) Product Manager (oncology)

R&D, MANUFACTURING & OPERATIONS ROLES 
Principal Scientist                                              
· BS/MS Chemistry (advanced degree required) 

· 8 – 10 + years experience in biomedical industry 

· Heavy research background analyzing biomaterials and performance 

· Experience with dermal fillers or implants a major plus

Sr. R&D Engineer (Mechanical Design)                                                                        
· BS/MS Mechanical Engineering 

· 2-5 years R&D medical device experience (10 years preferred for Principal) 

· ProE experience strongly preferred, SolidWorks acceptable 

· Full life cycle product development experience – concept to launch

Upcoming needs:  Manufacturing Engineer, Supply Chain Manager, Hardware Engineer, Software Engineer 
SALES, MARKETING & BUSINESS DEVELOPMENT 
International Sales Director 
· 8+ years Sales experience in medical device industry 

· Extensive international sales experience with capital equipment (Latin-S. Am, Middle East, Africa) 

· Ophthalmic device experience strongly preferred 

· Ability to travel 50%

Regional Sales Manager – Midwest 
· 5+ years Sales experience in medical device industry 

· Strong sales management skills, proven track record of growing territories & achieving quotas 

· Aesthetic implant experience strongly preferred 

· Formal sales training and development skills 

· Ability to travel

VP of Sales and Marketing (ON HOLD)                                                                                        
· 10 – 15 years Sales and Marketing experience in medical device industry 

· Product launch and branding experience 

· Currently operating at V-level 

· Orthopedic device experience required

Sr. Sales Manager – Director 
· BA, BS degree 

· 5+ year’s successful sales management experience 

· Cardiovascular device experience required 

· Experience managing distributor sales force 

· Excellent verbal and written communication and coaching skills

Product Manager – (ophthalmic) 

· BA/BS (MBA a plus) 

· 5+ yrs of medical device and marketing experience 

· Ophthalmic device and capital equipment experience required 

· Strong upstream, product development experience

(Sr.) Product Manager (oncology) 
· BA/BS, MBA preferred 

· 5 - 8+ yrs of medical device and marketing experience 

· Experience marketing to radiation oncologists 

· Up/Downstream marketing experience 

· Extensive product launch experience in med device

Clinical Specialist (location would be in FL) 

· BA/BS 

· 3 - 4+ yrs experience as clinical specialist in medical device industry 

· Cardiac rhythm management device experience

REGULATORY, QUALITY & CLINICAL AFFAIRS 
VP of QA/RA  (So. Cal) (ON HOLD) 
· BA/BS/MS degree in quality science, engineering or related field 

· 15+ years experience in medical device 

· Currently operating at a VP level

Director of Clinical Science (pre-clinical) 

· BS or MS in Life Sciences or Engineering is required 

· 8-10 years of experience conducting pre-clinical studies in medical device or pharmaceutical is required 

· Familiarity with preparation and submission of FDA IND and/or IDE applications is required 

· Drug eluting stent experience preferred

Sr. Clinical Research Associate (spine) 
· BS in life sciences, medicine or technical discipline 

· 5 – 8+ years related experience in medical device 

· Spine device experience required 

· Fluoroscopy experience required 

· Ability to travel 30% - 70% depending on needs

Sandy Miller has been a member and long time supporter of the B2DG Efforts. She is
now at the Kaufman Foundation in Kansas City and thought this might be of
interest to some of our members

I found an interesting opportunity and would like to share it with you.
There is a cool new position for a Medical Devices Project Director at the
University of Kansas' new Institute for Advancing Medical Innovation. Yes,
it's in the midwest. Please share with your respective networks, as this is
a great opportunity for someone who likes to build something from scratch
that will have lasting impact. 

See
https://jobs.kumc.edu/applicants/jsp/shared/frameset/Frameset.jsp?time=12332
40275867 



Ronald H. Coelyn

E-mail: rcoelyn@coelyngroup.com 

Phone: 817-424-3652 

web: http://www.coelyngroup.com 
This client produces highly innovative endoscopic surgical products. As the technology is proprietary and highly confidential nothing more can be said about it at this time.

Chief Commercial Officer 

Reporting to the President & Chief Executive Officer, the Chief Commercial Officer will be a leading member of the Senior Management Operating Committee working in conjunction with key strategic partners.

He/she will be a highly respected, visionary leader in his/her industry sector, with a demonstrated track record of success in building businesses through hands-on interaction with his/her teams. Product commercialization, strategic marketplace positioning, sales force management, business development, and highly effective profit and loss ("P&L") management (including the generation of positive cash-flow) should have been cornerstones of prior accomplishment.

The position will be located at the Company's East Coast headquarters, but relocation may not be required. For the right candidate a commuter relationship is possible..

We are seeking individuals with impeccable personal and professional reputations and unquestioned integrity; people who are relentless in the pursuit of lofty goals; and finally, people whose track record of accomplishments and contributions are unambiguously clear.

***************************************************************************
Jobs That Crossed my Desk, Jan. 17-24, 2009

If interested in the position below, please contact Matt Frinzi 
directly.

CONTACT
MATT FRINZI
POWERVISION INC.
BELMONT CA
415-613-8946
mfrinzi@powervisionlens.com

Senior Process Engineer

Qualifications
- 5+ years of industry experience developing, implementing and 
monitoring manufacturing processes 
- Experience transferring processes from R&D to manufacturing 
environment
- Experience in medical devices or similar regulated manufacturing 
field
- Experience with statistical methods and SPC
- Strong problem-solving and analytical skills
- Good communication, presentation and documentation skills
- Must be comfortable in a team-oriented, fast-paced, innovative work 
environment
- Experience in analytical and polymer chemistry a plus

Education
- BS/MS Analytical Chemistry, Chemical Engineering, Materials Science 
or related field

Role
- Develop and implement and monitor and document manufacturing 
processes
- Lead projects to optimize and scale-up existing processes
- Work independently to specify, develop and implement tools for 
process and process monitoring
- Work closely with project team to solve manufacturing problems
- Provide technical expertise and guidance to project team

PowerVision, Inc. is developing a proprietary fluid-controlled 
accommodating intraocular lens (IOL) implant, which will restore the 
vision of youth to millions of middle aged or elderly individuals. 
Accommodation is the ability to adjust your eyes to see near or far
or anywhere in between. The natural human lens does this by changing 
shape…getting thinner (un-accommodated) or thicker (accommodated) . 
Accommodative range decreases dramatically with age making patients 
completely dependent upon reading glasses for near vision.

PowerVision has conducted successful proof of principal human 
clinical trials outside the USA and recently completed a large Series 
B financing round. The product development effort is now focused on 
preparing the device for formal sighted eye clinical trials. The 
Company has 28 employees and is located in Belmont CA.



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

David Obad
Medical Device Recruiter

NCompass Consulting

 http:www.ncompassinc.com

415.738.7878 - Office 415.738.7878 - Facsimile 866.949.7878 – Toll Free 

If you know of anyone who has recently been a part of a RIF or is looking to make a change in his/her career, please feel free to pass along this information. Our job opportunities can also be found on our website at www.ncompassinc.com.


NCompass Consulting - Manufacturing Opportunities
Sr. Manufacturing Process Engineer (JO 964)
Posted Date:
10/30/2008
Job Category:
Manufacturing
Position Title:
Sr. Manufacturing Process Engineer
Salary Range:
DOE
Location:
Bay Area (Peninsula)
Desired Skills:

Description:
COMPANY PROFILEDEPT: Manufacturing/Operations

REPORTS TO: Director of ManufacturingSTATUS: Private 

PURPOSE OF JOBDevelop and support all manufacturing processes of our manufacturing line, as well as develop/improve manufacturing methods, systems and processes used in the production of high quality hearing aids. Specific responsibilities include developing/implementing process and product improvements, and process qualification and process validation. 

MAJOR DUTIES AND RESPONSIBILITIES>> Create and evolve company-critical production equipment and methods from concept to initial pilot runs to high yield, high volume production volumes, particularly in the areas of foam component fabrication, battery assembly, and electronic system assembly.>> Scale methods from initial prototypes to high volume production volumes, including areas such as electronic component integration and injection molding>> Work closely with vendors and subcontractors>> Perform analytical calculations>> Develop test methods, protocols, fixtures and equipment, reports and conclusions to evaluate components and finished medical devices.>> Develop process control experiments leading to process experiments.>> Work closely with QA to develop standards, perform qualification testing, perform failure analysis, and to continuously improve the company's products and processes.>> Any and all other undefined tasks, as directed by your supervisor

EDUCATION/EXPERIENCE REQUIREMENTS>> BS in engineering, prefer MS degree; >> History of designing manufacturing equipment, plant layout and product packaging configurations>> Excellent writing and reporting skills to generate manufacturing procedures and reports>> In-depth understanding of GMPs and QSR>> Familiar with Design of Experiments (DOE) and statistical analysis, mechanical aptitude for process analysis and optimization; project planning experience>> Experience in SolidWork s>> Hearing aid design experience a plus
___________________________________________________________________________

Manufacturing Process Development Engineer (JO 1025)
Posted Date:
1/8/2009
Job Category:
Manufacturing
Position Title:
Manufacturing Process Development Engineer
Salary Range:
DOE
Location:
Bay Area (North Bay)
Desired Skills:

Description:
POSITION: Manufacturing / Process Development Engineer

DEPT: ManufacturingREPORTS TO: Director of Manufacturing

LOCATION: Santa Rosa, CA

STATUS: PrivatePURPOSE OF JOBThis position will develop, evaluate, and improve manufacturing methods, utilizing knowledge of product design, materials and parts, fabrication processes, tooling and production equipment capabilities, assembly methods, and quality control standards. This position will access process capabilities, prioritize process improvement opportunities and innovate and implement process improvements.

MAJOR DUTIES AND RESPONSIBILITIES" Designing, developing, monitoring, and improving manufacturing processes for new products, product changes and enhancements." Evaluating and understanding the manufacturing process parameters that affect product quality, yields, throughput, and productivity. Making recommendations, plans and implementing activities that continuously improve these parameters." Applying statistical methods to estimate future manufacturing requirements and potential." Supporting prototype and pilot production of new products, product changes, and enhancements in coordination with the Manufacturing and Quality Control functions. " Working with product development staff to ensure that products under development are optimally manufacturable and to resolve manufacturing issues.

EDUCATION/EXPERIENCE REQUIREMENTS" The qualified candidate will have a B.S. degree in Mechanical Engineering or equivalent and 5+ years work experience. " Experience leading new product process development and process validation efforts in an FDA or other manufacturing environment is highly desired. " Knowledge in statistical process control, process validation, and experience with design of experiments is required.

__________________________________________________________________________________
Sr. Manufacturing Engineer - Catheter (JO 1026)
Posted Date:
1/8/2009
Job Category:
Manufacturing
Position Title:
Sr. Manufacturing Engineer - Catheter
Salary Range:
DOE
Location:
Bay Area (Peninsula)

Desired Skills:

Description:
POSITION: Sr. Manufacturing Engineer - Catheters 

DEPT: ManufacturingREPORTS TO: Manufacturing Engineering Supervisor LOCATION: Sunnyvale, CA
STATUS: Private

PURPOSE OF JOBResponsible for developing, implementing, and validating processes and procedures to manufacture endovascular, catheter-based medical devices in full compliance with the company's quality system. Apply Lean Six-Sigma concepts to reduce waste and maximize efficiency. Troubleshoot production issues. Work with vendors to drive cost reductions to existing components and assemblies.

MAJOR DUTIES AND RESPONSIBILITIES" Streamline existing catheter processes " Works closely with R&D engineers during the product design phase to ensure Design for Manufacturability requirements are considered and implemented. Understands the product design to implement and improve manufacturing processes." Develops and improves existing manufacturing methods, fixtures and assembly aids." Analyzes and documents workflow. Works with production to layout equipment and workspace for maximum efficiency." Works with vendors to address issues and to identify opportunities to reduce cost. Coordinates efforts with Supplier Quality Engineer." Troubleshoots production issues and implements appropriate solutions. Uses DOE techniques to characterize and improve processes and production yields." Creates verification and validation test protocols and reports including equipment IQ/OQ/PQ as required." Dispositions Non-Conformance Reports and Corrective and Preventive Actions as assigned." Trains Operators on new or modified processes." Ensures all production equipment is properly calibrated." Facilitates communication between all team members." Provides leadership, direction, and ownership in areas of manufacturing engineering and process development." Performs and documents Process Failure Modes and Effects Analysis as needed." Performs other tasks as assigned by their supervisor.

EDUCATION/EXPERIENCE R EQUIREMENTS" Catheter process development" Attention to detail" Excellent problem solving skills" Solid background in electrical, mechanical, and/or materials engineering" Excellent written and verbal communication skills" Self-directed" Effectively prioritizes and manages the completion of multiple projects" Able to collaborate effectively in cross-functional teams" Able to use Solid Works or Pro-E to document fixtures and assembly aids " Preferred B.S. in Mechanical engineering or other B.S. degree " Minimum 5 years manufacturing engineering experience, preferably in a catheter based regulated environment " Experience with Design for Manufacturing (DFM), Design of Experiments (DOE) and product/process Failure Mode and Effects Analysis (FMEA)" Medical device manufacturing involving electromechanical and/or catheter-based products" Electrical analysis of boards to component level" Lean Six-Sigma" FDA, ISO



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

Matthew De Cesare
Account Executive
HealthCare Recruiters International
San Francisco, CA 94104

mdecesare@hcrnetwork.com
linkedin profile
Medical Device Sales Trainer 

         A true top-tier medical device company with real industry defining surgical technology
         The company continues to see tremendous year-over-year growth 
         Located in the San Francisco Bay Area 

         Must have Medical Training experience, surgical/OR device preferred

_______________________________________________________________________________

Medical Device Marketing Manager 

         A top-tier medical device company with real industry defining surgical technology
         The company continues to see tremendous year-over-year growth 
         Located in the San Francisco Bay Area 

         Must have Medical Marketing experience

         Position in one of the company’s future high growth verticals 
___________________________________________________________________________________

Atypical Product Manager for Med-Device

         Innovative Oncology therapy device, potential paradigm shift for treatment 

         One of Forbes Magazine’s Top 20 Best Small Companies in America 

         Located in the San Francisco Bay Area 
         Marketing experience with medical device or within Oncology/Interventional Radiology  

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

isiah.warner@hcrnetwork.com
Cardiac Rhythm Management Sales Rep Needed
Our client is looking for an aggressive medical sales rep specifically within the realm of cardiac rhythm management to grow existing accounts and use the company name to bring in new business. 

The company is a well recognized brand in the medical equipment device community with many successful product lines. 

The company has excellent management that is very sales focused and prepared to give its reps all the necessary tools to be successful. 

Our client is looking for someone with previous sales experience and CRM product knowledge. 

However, our client has open up the parameters to the candidate search and will accept a seasoned Technical Service Specialist (TSS) or seasoned Field Clinical Representative (FCR), but the person again must have previous and documented sales experience. Also, our client would accept a CRM sales representative with documented and proven sales success. 

Again, I would appreciate any referrals you could provide in regards to this candidate search.

The candidate search is very time critical and I would like the opportunity to be able to move forward on this as soon as possible. 

I have two territories that I’m recruiting for the Northwest and the Northeast. Anyone interested in this position please send me your resume in MS Word document as an attachment. Thank you. 

85k-100k base

60k plus (uncapped commissions)

 

	Benefits:

Major Medical Insurance, car allowance, and travel expense reimbursement


Territory:

Northwest:
States: Washington, Idaho, Montana, Wyoming, Colorado, Utah, Nevada, Oregon, Northern California
50% of time in Northern California, 30% Salt Lake City, Remainder in Portland, Seattle, and Denver
Territory:

Northeast:

New England
Upstate New York, Connecticut, Rhode Island, Massachusetts, New Hampshire, Vermont, Maine
50% of time in Boston, 40% Connecticut, 10% Rest
*******************************************************************************************************

Please Contact:

Russell Granger

Healthcare Recruiters Intl

415-773-0333 x 19
Senior Regulatory Manager


Location: Portland, OR area
POSITION SUMMARY:

The Senior Regulatory Manager will lead the team of Regulatory Affairs personnel in preparation of pre-market submissions to the FDA including 510(k), IDE, PMA and PMA supplements in accordance with FDA regulations and guidelines.  He or she will also develop personnel resources to facilitate more efficient preparation of FDA submissions and personal growth. 

RESPONSIBILITIES:

         Direct team that prepares Lead Regulatory Affairs team in preparing product submissions to the FDA, including PMAs, PMA Supplements, IDEs and 510(k)s.  

         Work with upper management to develop business strategies to reduce time to market and ensure compliance with FDA regulations.

         Plan, develop and write Standard Operating Procedures (SOP) to support the regulatory activities.  Interact with company personnel to implement the SOPs.

         Monitor and maintain effective policies and procedures to assure compliance with FDA’s establishment registration and device listing regulations as they apply to companies products.

         Review and monitor the ongoing status of company procedures for labeling products for US distribution.  This includes both market released and investigational devices.

         Mentor all members of Regulatory Affairs staff to ensure personal growth and establishment of sound company resources. 

         Review and comment on all submission files prior to sending them to FDA to ensure consistency of message throughout.

         Lead team that prepares annual reports required for products and devices that have been approved through the PreMarket Approval (PMA) process.

         Assist the Clinical department in creating submission strategies, developing and reviewing protocols.

         Assist with personnel training regarding regulatory activities including new employee orientations.

         clear and concise product descriptions for submission to FDA including principles of operation, safety warnings, and precautions.

         Research competitive product approval status and emerging FDA requirements to support timely approval of submissions and department objectives.

         Determine and communicate design validation and qualifications test requirements for new product FDA submissions and provide written guidance on these matters to design engineering and validation personnel. 

         Review design validation and qualification test results and prepares clear and concise summaries for submission to FDA. 

         Participate in review and preparation of software development, verification, and validation documentation and reports for new product FDA submissions. Utilize knowledge of FDA software policies to assist in developing strategies for future products and submissions.

         Interface with Regulatory Affairs counterparts as well as engineering and development personnel.

         Work with other departments to facilitate, communicate and implement regulatory submissions strategies.

         Other duties as assigned.

REQUIREMENTS:

         Bachelor’s degree (or equivalent) in biomedical or electrical engineering, or related science.  

         Master’s degree in related discipline is desirable.

         Five to seven years medical device and/or FDA experience.

         Two to three years experience leading projects or teams.

         Positive attitude and willingness to work on a team.

         Ability to work independently and as a team leader.

         Technical writing experience desirable.

         Excellent computer skills, knowledge of Microsoft Office package, Windows and e-mail systems.

         Excellent communication skills and the ability to work with all levels of the Company.

         Strong organizational skills, attention to detail and ability to multi-task.

TRAVEL:

         Limited travel is required, usually less than twenty percent a year.

_______________________________________________________________

Veterinary National Sales Manager Job Description

Job Description

Position: National Sales Manager – Veterinary

Location: Bay Area

Summary of Responsibilities:

The National Sales Manager for the Veterinary division will be responsible for

managing our Sales Agents located across the country, strengthening relationships

and building unit volume and revenue with existing Sales Team, Distributors and Independent Agents.

This is a key position within the company and requires someone with the ability to

think creatively, be customer focused, have excellent interpersonal skills, develop

and execute strategic plans in addition to making effective and professional sales

presentations.

Specific Responsibilities Include:

• Develop and execute a comprehensive account management plan including:

Identifying key revenue producing customers and creating annual & quarterly

budgets.

• Train new distributors and independent reps on how to effectively sell and market

Company.

• Ride-along with salespeople to help them sell more effectively or close business.

• Conduct quarterly and annual business reviews with Regional Managers and

distributors.

• Develop distributor specific sales plans to help grow unit volume and revenue.

• Create sales and marketing materials to support Agent’s sales efforts.

• Attend, manage and represent company at trade shows and other sales

related functions

• Utilize salesforce.com for planning and documenting customer contacts and

communications.

• Provide weekly, monthly, and annual forecasts to finance and production

planning teams.

• Direct staff, train and conduct performance evaluations to develop and control

the veterinary sales program.

• Develop and implement training program for sales Agents.

• Manage and continuously improve process for acquiring new customers and

Agents

• Coordinating between various sales Agents and distributors within the

Veterinary department.

• Assisting product development and engineering divisions to prepare manuals and

technical publications

• Preparing sales reports showing sales volume, potential sales, etc

• Research market conditions on local, regional or national levels to determine

potential sales of product or service

• Develop field sales action plans

• Role requires individual to be creative, entrepreneurial with a high energy level.

Professional Experience:

The ideal candidate will have 5 - 10 years account management experience.

Knowledge of the Veterinary field is important. Medical device experience and

Physiology expertise is a plus.

• Bachelors Degree

• Minimum of 10 yrs. experience managing Sales teams as well as

producing new business. 

• Willing to travel nationally typically 10%-75% of the time

• Proven track record managing sales team, distributors & customers

• Detail oriented

• A good listener with the ability to hear and respond to customer

needs and concerns

• A good communicator with the ability to present new concepts to

customers in a clear and concise way

• Achieve assigned sales targets.

• Supporting marketing initiatives.

• Demonstrate high level of energy with a passion to close the sale.

• Healthcare industry a plus.

• Proficient using the following computer software programs (MS

Word, Excel, Powerpoint required; Salesforce a plus)

Additional Information:

This position requires extensive travel, including in market sales calls, distributor

sales calls, and trade shows.

Relocation not available.

Salary Commensurate with Experience

Commission Plan

________________________________________________________________

Position Title: Process Engineer
Job Description:

This company is a rapidly growing biotechnology company that offers a stimulating, challenging and productive environment.

We are seeking a self-motivated, creative and independent thinking individual for a Process Engineer position. In this role, you will be a member of the Process R&D team and will make important contributions to the development and scale-up of pharmaceutical compounds. You will conduct process development studies and support production activities in our new kilo-laboratory facility. 

Qualified candidates will have a BS in Chemical Engineering with 1-3 years of experience in the chemical/pharmaceutical industry. Familiarity with GMP is a plus. The ability to work independently in the laboratory is essential. Strong organization and communication skills are required.

Experience in a Drug Substance or API (Active Pharmaceutical Ingredient) GMP manufacturing area (either kilo lab, pilot plant, or large scale manufacturing area)

Company:

The Company is a biopharmaceutical company with a pipeline of internally discovered product candidates.

And, is focused on the discovery, development and commercialization of small molecule medicines across a number of therapeutic areas including respiratory disease, bacterial infections and gastrointestinal motility dysfunction.

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

Jobs That Crossed My Desk—Jan. 1-16, 2009
******************************************************************

Contact:
Gil Mintz, Ph.D.



650-773-4216 (c)



gmintz@att.net
Position – Area Sales Rep for West Coast
A small to mid size Swiss company with office on the East Coast who develops produces and sells Thin Layer Chromatography Instruments and Solutions is looking for an Area Sales Rep for West Coast/ Rocky Mountain states. Modern Thin-Layer Chromatography had historic focus on the pharma, chemical, forensic but more recently a high interest in the emerging botanical/herbal market.
Essential Duties:

Penetrate botanical/herbal market trough customer visits, product demonstrations and organization of seminars 

Participation at trade shows and conferences

Perform smaller service jobs at customer sites 

Special projects may require travel to the Midwest
Qualifications: 

BS or MS degree in chemistry (analytical chemistry preferred). 
Good understanding of chromatographical techniques 
Must have excellent verbal and written communication skills. 
Requires 2-3 years of sales and marketing experience 
Experienced in marketing analytical equipment preferred.
Location:    West Coast

     
Salary/Bonus:     Depending on experience. 
*********************************************************************************
Ronald H. Coelyn 

E-mail: rcoelyn@coelyngroup.com 

Phone: 817-424-3652 

web: http://www.coelyngroup.com 

	Executive Chairman of The Board of Directors 

The Executive Chairman of The Board will be mentoring a scientific founder/Chief Executive Officer with the objective of leading the commercialization of the Company's technologies.

He/she would ideally have a sales, marketing and business development background from the human diagnostics sector (not diagnostic imaging). He/she will also have recent experience with a public company as there are plans to complete an IPO when market conditions permit.

The Executive Chairman role will be intense for the initial six months or so and then he/she will probably be active, other than as a member of the Board of Directors, only a few days each month. 

This position would be ideal for a recently retired Chief Executive Officer of a publicly traded diagnostic products company who is seeking Corporate Director/Board level assignments.

The Company is privately held and supported by a prestigious group of venture capital investors.

The Company is located on the West Coast, but the Executive Chairman will not be expected to relocate if he/she does not already reside there.

We are seeking individuals with impeccable personal and professional reputations and unquestioned integrity; people who are relentless in the pursuit of lofty goals; and finally, people whose track record of accomplishments and contributions are unambiguously clear.



*********************************************************************************
Please send resumes to hr@autonomictechnologies.com .. If you meet their requirements, please send you resume to the
HR address below. 

Autonomic Technologies is a small, early stage start-up company developing
implantable neuromodulation therapies. Founded in late 2007 with initial
funding from Kleiner Perkins Caufield & Byers, ATI is working in
collaboration with the Cleveland Clinic to develop this technology for
headache patients. 

In this exciting opportunity you will be responsible for the implementation
of ATI's ISO 13485:2003 Quality Management System and 21 CFR Part 820 FDA
Quality System Regulations with a focus on product development. 

The qualified candidate shall have a minimum of a BS degree in engineering
and a minimum of 3+ years Medical Device QA experience. 

The ideal candidate will also have the following experience/attributes: 

Thorough knowledge in the documentation compliance requirements for FDA and
ISO 13485:2003 . Excellent oral/written communication skills. Strong
organization/planning skills . Working knowledge of ISO 14971 Risk
Management . Miniature parts inspection and/or design experience a plus .
Vision for how quality systems improve product development and the
leadership ability to work with cross functional teams in a small start up
to implement those systems. 

ATI is located in Redwood City east of the 101, with a wonderful view of the
bay and water wildlife. We offer a competitive benefits, salary and stock
participation package. We are confident you will enjoy working with our team
of intelligent and innovative professionals.
*********************************************************************************

Please contact Greg if you believe you would be the right candidate for
this position.
mailto:gregg@sanfordrose.com], Sanford Rose Associates - Sierra

Greg Grichuhin
Managing Partner
2377 Gold Meadow Way
Suite 100
Gold River, CA 95670
916 835 1004
www.sanfordrose.com/sierra

File #5F6479140F2D2B
Subject: Senior Development Engineer / Medical Device (Catheter)

My firm, Sanford Rose Associates, has been retained by a leading medical
device manufacturer to find a Senior Development Engineer for the Catheter
group. If you are looking at new job opportunities please contact my
office. You may forward this email to anyone that may qualified and
interested in hearing about this position.
*********************************************************************************
Elizabeth Caselton, Principal
Marcom Choices Staffing
Executive Search and Contract/Temporary Staffing

Phone:  650-851-9055

PO Box 620632
Woodside, CA  94062
elizabeth@marcomchoices.com
High Tech Product Marketing & Corporate Communications Positions

Check out variety of listings, including life science industry companies

www.marcomchoices.com
Job Opportunities:  www.marcomchoicesstaffing.blogspot.com
*********************************************************************************
David Obad
Director of Recruiting 
NCompass Consulting http:www.ncompassinc.com415.738.7878, ext.104 - Office 415.738.7878 - Facsimile 866.949.7878 - Toll Free "Helping Navigate Your Medical Device Career"The information contained in this correspondence and in the attachments is confidential and intended for the exclusive use of the individuals named above. Unauthorized reproduction and/or distribution is prohibited.
Two new opportunities have opened up here in the Bay Area this week. One of our clients is looking for a Sr. Manufacturing Engineer - Catheter (JO 1026). The company is a 50 person publicly held company located in Sunnyvale, CA. They manufacture a non-invasive cardiac support pump (CPR) system. Request full job description from David Obad if you’re interested.

Posted Date:
1/8/2009
Job Category:
Manufacturing
Position Title:
Sr. Manufacturing Engineer - Catheter
Salary Range:
DOE
Location:
Bay Area (Peninsula)
Desired Skills:

Description:
POSITION: Sr. Manufacturing Engineer - Catheters DEPT: ManufacturingREPORTS TO: Manufacturing Engineering Supervisor LOCATION: Sunnyvale, CASTATUS: PrivatePURPOSE OF JOBResponsible for developing, implementing, and validating processes and procedures to manufacture endovascular, catheter-based medical devices in full compliance with the company's quality system. Apply Lean Six-Sigma concepts to reduce waste and maximize efficiency. Troubleshoot production issues. Work with vendors to drive cost reductions to existing components and assemblies.MAJOR DUTIES AND RESPONSIBILITIES" Streamline existing catheter processes " Works closely with R&D engineers during the product design phase to ensure Design for Manufacturability requirements are considered and implemented. Understands the product design to implement and improve manufacturing processes." Develops and improves existing manufacturing methods, fixtures and assembly aids." Analyzes and documents workflow. Works with production to layout equipment and workspace for maximum efficiency." Works with vendors to address issues and to identify opportunities to reduce cost. Coordinates efforts with Supplier Quality Engineer." Troubleshoots production issues and implements appropriate solutions. Uses DOE techniques to characterize and improve processes and production yields." Creates verification and validation test protocols and reports including equipment IQ/OQ/PQ as required." Dispositions Non-Conformance Reports and Corrective and Preventive Actions as assigned." Trains Operators on new or modified processes." Ensures all production equipment is properly calibrated." Facilitates communication between all team members." Provides leadership, direction, and ownership in areas of manufacturing engineering and process development." Performs and documents Process Failure Modes and Effects Analysis as needed." Performs other tasks as assigned by their supervisor.EDUCATION/EXPERIENCE R EQUIREMENTS" Catheter process development" Attention to detail" Excellent problem solving skills" Solid background in electrical, mechanical, and/or materials engineering" Excellent written and verbal communication skills" Self-directed" Effectively prioritizes and manages the completion of multiple projects" Able to collaborate effectively in cross-functional teams" Able to use Solid Works or Pro-E to document fixtures and assembly aids " Preferred B.S. in Mechanical engineering or other B.S. degree " Minimum 5 years manufacturing engineering experience, preferably in a catheter based regulated environment " Experience with Design for Manufacturing (DFM), Design of Experiments (DOE) and product/process Failure Mode and Effects Analysis (FMEA)" Medical device manufacturing involving electromechanical and/or catheter-based products" Electrical analysis of boards to component level" Lean Six-Sigma" FDA, ISO
_______________________________________________________
The other position is with a client located in Santa Rosa, CA. Their products are next-generation transluminally placed endovascular grafts, often referred to as stent-grafts, for the treatment of aneurysmal disease in the abdominal aorta (AAA) and the thoracic aorta (TAA). 

They are look to find a Manufacturing Process Development Engineer (JO 1025).

Posted Date:
1/8/2009
Job Category:
Manufacturing
Position Title:
Manufacturing Process Development Engineer
Salary Range:
DOE
Location:
Bay Area (North Bay)

Desired Skills:

Description:
POSITION: Manufacturing / Process Development EngineerDEPT: ManufacturingREPORTS TO: Director of ManufacturingLOCATION: Santa Rosa, CASTATUS: PrivatePURPOSE OF JOBThis position will develop, evaluate, and improve manufacturing methods, utilizing knowledge of product design, materials and parts, fabrication processes, tooling and production equipment capabilities, assembly methods, and quality control standards. This position will access process capabilities, prioritize process improvement opportunities and innovate and implement process improvements.MAJOR DUTIES AND RESPONSIBILITIES" Designing, developing, monitoring, and improving manufacturing processes for new products, product changes and enhancements." Evaluating and understanding the manufacturing process parameters that affect product quality, yields, throughput, and productivity. Making recommendations, plans and implementing activities that continuously improve these parameters." Applying statistical methods to estimate future manufacturing requirements and potential." Supporting prototype and pilot production of new products, product changes, and enhancements in coordination with the Manufacturing and Quality Control functions. " Working with product development staff to ensure that products under development are optimally manufacturable and to resolve manufacturing issues.EDUCATION/EXPERIENCE REQUIREMENTS" The qualified candidate will have a B.S. degree in Mechanical Engineering or equivalent and 5+ years work experience. " Experience leading new product process development and process validation efforts in an FDA or other manufacturing environment is highly desired. " Knowledge in statistical process control, process validation, and experience with design of experiments is required.
**********************************************************************
 Please reply to hgutierrez@cedarecon.com if interested.
Opening for a programmer analyst at a health technology research firm
located in Menlo Park, CA.
*Programmer Analyst*

Cedar Associates LLC conducts clinical effectiveness and decision analytical
research pertaining to novel and emerging medical technologies. Our clients
are health sciences research and development companies in the areas of
biotechnology, pharmaceuticals, diagnostics, and devices. We are seeking
applicants for the position of Programmer Analyst to support research and
consulting activities.
*Responsibilities:*

- Conduct decision analyses with emphasis on economic modeling in health
care.
- Design and code programs in Excel VBA, C++, R (S-Plus), REVMAN,
WinBugs, TreeAge, and Crystal Ball to support the development of healthcare
economics models.
- Document programs, write reports, illustrate data graphically and
translate complex findings into written text.

*Position requirements*

- BS/BA with a major in decision analysis, operations research,
economics, computer science, or related quantitative field.
- Strong proficiency in Excel VBA, C++, R (S-Plus), REVMAN, WinBugs,
TreeAge and ability to learn other computer programs as needed.
- Ability to multi-task and possess strong organizational skills.
- Results-oriented team player with willingness and motivation to grow
professionally in an entrepreneurial environment.
- Fluent in English with strong writing and communication skills.

*What we offer*

- A career in an entrepreneurial firm with substantial potential for
professional development.
- A dynamic culture with flexible working conditions.
- A competitive compensation & benefits package.

Part-time or full-time schedules are available. Benefits provided, pro-rated
for part-time employees. Salary is negotiable based on education and
experience.

We are committed to equal opportunity for all applicants.

**********************************************************************
Please contact Julie Bukar at 
Julie@JGBBioPharma.com if you are qualified and interested. 


This is a long term consulting job in the San Francisco Bay area. 
The initial contract will be for 6 - 12 months. Work will be 30 
hr/week for the first 4 months and the hours may increase to 40 
hr/week after that. 

Title: Medical Device Hardware Development Engineer
Reports To: Director, Device Development & Project Management
Department: Development 

Summary and Scope of Position:

Successful candidate will be responsible for the development and 
product support activities for the instrument hardware. Candidate 
will develop engineering solutions for new instrument, and work with 
partners and contract manufacturers to support current product 
hardware and operational needs in the EU and US. 

Primary Responsibilities:

• Evaluate existing alternatives, customer needs, and total 
design space and translate into new instrument design & development 
or commercial instrument upgrade implementations. 
• Design and develop solutions to current GMP regulations and 
ISO standards, including verification and validation activities.
• Perform troubleshooting on commercial products/process 
problems as related to design, components, or process.
• Explore engineering alternatives for instrument upgrades, 
electronic troubleshooting/component replacement.
• Revise and implement proposals for new product specifications 
or current specification modification (ECO system). 
• Design, document, and coordinate instrument electrical and 
mechanical experiments (DOE), qualifications, validations, and 
functional tests. 
• Summarize, analyze, and draw conclusions from results. 
• Contribute as a member on cross functional product 
development teams - work cooperatively with development, quality, 
manufacturing, regulatory, clinical, and marketing to ensure project 
success.
• Demonstrate product development process system knowledge 
through delivery of high quality results.
• Operate independently to plan and schedule activities 
necessary to meet timelines.

Qualifications/Requirements/Skills: 

• BS or MS in Electrical or Mechanical Engineering with a 
minimum of 5 years related engineering experience.
• Minimum of 5 years experience with medical instruments 
required. 
• Experience in QSRs and design control for medical instrument 
environment to meet GMPs / ISO 13485 and 21 CFRs / validations. 
• Experience implementing testing to verify conformance to EN 
61000 and ASTM standards. 
• Comfortable in the hardware/software interface; reading 
schematics and understanding interfaces with peripheral devices.
• Practical experience, solid understanding of electrical 
principles, testing and manufacturing processes.
• Excellent problem solving and trouble-shooting skills.
• Excellent computer networking ability.
• Familiar with the use of all common electronic test equipment 
including Digital Multi-Meters, oscilloscopes and safety analyzers.
• Strong communication skills; including ability to write clear 
and concise technical procedures and reports.
• Demonstrated success in working with suppliers and contract 
manufacturers.
********************************************************************************
****************************************************************************

Special News and Opportunities

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

Non Paid Position

Laura Mazzola, PhD 

ltmazzola@earthlink.net
I'm looking for Regulatory Affairs person who might be interested in serving on a review panel for the National Academy. It's not a paid position but covers all expenses. The commitment entails being a primary reviewer on two grant applications and secondary reviewer for one or two more. The committee meets in DC Feb 12-13 with a potential one day follow-up review early March.

Please email me ASAP if you're interested, I can provide more details.
See BayBiotech Review Job Board at
http://jobs.baybiotechreview.com/a/jobs/find-jobs/q-biotech/l-San+Francisco%2C+CA/mi-50
Thank you , Toby Freedman for telling us about this resource for local positions.

*****************************************************************************International Career Fair 2009


FACCSF Members receive a 5% discount on booths!


On February 20 and 21 international companies will come to San Francisco to attend the International Career Fair, looking to hire highly educated individuals for their offices in Europe, the Americas and Asia. Earlier this year 1300 candidates attended ICF’08. 40 international companies interviewed candidates for over 900 job openings worldwide. The International Career Fair is an event that cannot be missed by anyone interested in an international career. 

Why attend?

· Find job opportunities with international companies in Europe, the Americas and Asia 

· Request on-site interviews with companies that interest you 

· Meet face-to-face with representatives from global companies 

· Attend valuable keynotes and workshops on international careers 

· Network with your peers, experts in the field, and international recruiters 

Who should attend?

· Graduate students (Master's, PhDs or Post-Docs) in engineering, science, business 

· International students and US nationals interested in an international career 

· Professionals with engineering, science and/or business backgrounds 

Where and how?

· Friday, February 20 and Saturday, February 21, 2009 

· Cathedral Hill Hotel, 1101 Van Ness Avenue, San Francisco, California, Directions 

· Register and upload your resume at www.icf09.com. It's quick and easy, and it's FREE! 


Apec International Programs offers a discount to FACC members exhibiting at ICF’09 !!!
The International Career Fair has become a major recruitment event for companies looking for highly qualified personnel to staff their offices around the world. The 2 day event is sponsored by an international group of governmental and research organizations, professional associations, universities, and employment agencies, all working together to assist recruiting teams in sourcing the very best and brightest talent for positions in Europe, the Americas, and Asia.  FACC members receive a 5% discount on a booth at the fair taking place on February 20 and 21, 2009 in San Francisco
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