
Jobs that Crossed my Desk Week Ending,  March 22- 28, 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. 
******************************************************************************
Contact:
Nancy Cody
Director of Staffing
Wirth & Associates
wirth@wirth-associates.com
Director of Technical Services
Rocky Mtn
Base to $160K.
Identify and manage, directly and with oversight process and processing improvements that optimize compliance, quality, service and cost. 
Develop and manage the site validation master plan covering process, equipment (IQ/OQ/PQ), room and equipment 
cleaning.
Work with the VP/Plant Manager to establish “preferred” processes that deliver efficiency and consistency.
 Provide point of contact to work with R&D to commercialize quickly and efficiently new product developments.
Agree to the necessary work flows  and accountabilites to ensure process development studies allow for routine commercial processes.
 Prepare technical documentation supporting change control and regulatory submissions.
Provide routine process trending support to identify critical process parameter trends and respond accordingly.
Utilize and promote Lean manufacturing methodology to work flows.
Implement assigned technical transfer projects assuring right first time product movements. 
Participate as requested in major investigation/reliability situations.
 Commercializse the high speed encapsulation and machine to box technologies. 
Technically manage suppliers where necessary..
Participate as needed in developing network alignment strategies that result in expansion or focused roles
Provide technical input on major investment initiatives, help develop Capital Approval Requests, participate in vendor 
selection and FAT testing.  
 Evaluate supply chain approaches that are outcomes from the Disciplined Strategic Management analysis.
Determine product sourcing assignment processes.
Work within a team environment to provide adequate resources and plans to commercialize products being transferred in and extract the necessary data packages and process knowledge from the “sending” source.
Ensure a detailed project management approach is used during implementation of technical transfers.
Ensure programs are designed to achieve first time approvals from the FDA, other regulatory agencies, PAI and general cGMP.
Manage the technical interfaces with the FDA. 
Develop budget proposals while managing spending, capital and labor to budget.
Maintain master project activity timelines progress charts. Prepare and report routinely KPI’s, COG’s and other critical team activity.
Facilitate site visits, training requirements and technical input. Communicate and resolve issues as needed.
Coordinate with Human Resources recruitment, training and organizational programs to establish and maintain the necessary skill base.
Perform other related assignments as required and assigned.

 ____________________________________________________________________________


Associate Manager, Maintenance & Calibration 083-0109NV
Department:             Equipment Maintenance
Reports to:               Director of Engineering
We have a new opening within our Engineering Group for an Associate Manager, Maintenance & Calibration.   This position requires at least 5 years of experience in a management capacity of a maintenance/calibration department for a CGMP company.  We are also looking for a training or certification in Lean Six Sigma or Six Sigma.
We are looking for a salary in the area of $65k in Florida.
Overall Responsibilities
Manages and coordinates activities of employees engaged in repair, maintenance, calibration, installation of machines, tools, and equipment. Also manages tool / spare parts crib. 
Essential Duties
Working with Engineering, develops Scheduled Preventive maintenance and or calibration programs for Equipment. 
Ensures monthly on time completion of all calibration requirements.
Ensure monthly on time completion of all Scheduled Preventive Maintenance on monthly basis.
Reviews job orders and coordinates with area manufacturing supervision and planning to determine scheduling of work priorities which includes repair, maintenance, and installation of machines, tools, and equipment to minimize disruptions to production operations.
Coordinates activities of employees fabricating or modifying machines, tools or equipment, to manufacture new products or improve existing products.
Reviews active Preventive Maintenance Schedules Semi- annually so as to ensure accuracy and or necessary modifications. 
Reviews production, quality control and maintenance reports to identify improvement opportunities. 
Periodically audits / inspects critical equipment for conformance with operational standards.
Works with manufacturing area managers, QA, Engineering and QA Investigations, during identification of root causes associated with events which occur on the manufacturing floor and or equipment
Bachelor’s degree in mechanical/electrical engineering 
Minimum of five years experience in a management capacity of a Maintenance / Calibration department for a CGMP company. 
PC literate with high proficiency in applicable software.   
Excellent written and verbal communication skills.  
 Able to establish and maintain effective working relationships.
Demonstrated ability to supervise technical employees working in a CGMP environment.
Trained and or certified on Lean Six Sigma or Six Sigma.
Responsible for the daily supervision of calibration and tool crib personel.
Indirectly supervises area assigned technicians so as to ensure completion of scheduled and or non Scheduled Maintenance

 

_________________________________________________________________________________

 


Associate Director – Quality Engineering
Manage the statistical, Industrial Engineering, Six Sigma and Process Analytical Technology (PAT) functions within Quality Assurance & Quality Control. Set strategic direction, budget. Interface with partners, regulatory agencies & executive management to support statistical & Quality Engineering needs of the organization. Provide innovative solutions to quality issues & introduce cutting edge quality techniques to the organization. Manage the quality engineering groups to most efficiently & effectively support the organization. Work closely with Operations & Product Development to ensure high quality transfer of products & technology, identify opportunities for improvements & support technical innovations. Manage Six Sigma program within QA/QC. Work closely with QC/QA groups to ensure QC equipment remains available. Collect & report metrics for quality, productivity & efficiency measures. Provide statistical support for the Quality Unit & the organization as required.
Education / Skills Required:
Bachelor’s Degree in Engineering, or related scientific field, plus 10 years professional experience in cGMP regulated environment with demonstrated progression within management. Master’s or PhD preferred. Six sigma black belt training required. Strong statistical expertise and technical knowledge in pharmaceutical processing required.

__________________________________________________________________________ 

3- District Manager – Sales/Marketing  (West Coast, Northeast & Great Lakes)  33-012909NV
Direct, coach and manage Regional Sales team to meet or exceed revenue and market share objectives for the promoted products.
Essential Duties:
Product Contribution and Sales Performance: Responsible for maximizing sales and market share with the defined sales region; Business Plan Development designed to support the national product strategy in the local area; Plans and conducts district meetings and POA activities; Meets with key clients to assist representative in maintaining relationships and delivering presentations. Tactical Plan Execution: Responsible for the flawless execution of local tactical plans designed to maximize the revenue and market share of the products. Objectives are met or exceeded. Budget Control: Responsible for controlling expenditures within approved budgets for designated projects. Market Analysis: Responsible for understanding the market competition and customers in the designated area. Considered the expert on the status of the business in the region; Identifies new customers and cultivates strong relationships to develop new business opportunities; will adjust the local tactical plan to address the opportunity. Human Resources Management: Responsible for the recruitment and development of Sales Representatives. Timely and accurate goal setting and performance evaluations will be administered; Liaison between district and other departments such as Marketing, Finance or Human Resources. Core Skills - Strong Leadership, Teambuilding /Teamwork, Solid business acumen, Problem-solving & Decision-making, Planning & Organization, Written/ Oral/Presentation/Project Management Skills, Computer Skills.
Education / Skills Required:
4 year college degree (advanced degree preferred). Minimum of 3-5 years proven successful specialty pharmaceuticals sales experience (psychiatry preferred) with a minimum of 2 years of pharmaceutical sales management experience. PC literate with high proficiency in office applications and email. Good written and verbal communication skills, including public speaking. Able to establish and maintain effective working relationships, including internal teams.

____________________________________________________________________________ 

Manager / Sr. Manager – Sales Operations  99-012909NV
Sales Materials Distribution: Efficiently control the distribution of sales materials periodically; Design, develop & implement process for distribution of materials to new hires; Efficiently manage material distribution in cost effective manner; Manage online ordering process to meet & exceed existing standards; Manage Vacant Territory Program including effective communication of process with Sales Management. Sample Distribution: Develop National Allocation plan for sample distribution; Design & implement distribution cycle plan & reporting requirements; Monitor operational compliance with regulatory guidelines; Develop & implement business rules for all vendors to comply with regulatory requirements; Vendor Management: Oversee & direct Sales Operation vendors to meet business needs; Quarterly reviews with all Sales Operation vendors; Gain feedback from field sales on vendor responses; Quarterly reviews of Distribution vendors using KPI metrics; Regulatory Obligations: Generate quarterly State Tax Reports for material & sample distribution; Manage departmental interface with compliance group to ensure all reporting requirements are met & changes in state regulations are assessed for impact on current practices. Field Sales & Marketing Support: Manage field support functions of the department; Maintain SOP’s & process mapping system for all department functions with annual review. Budget Control: Coordinate with managers & executive director to manage sample & materials distribution budgets within a variance of 2% for the year; Reconcile department budget with finance monthly; Develop quarterly & yearly forecasts & budgets for Sales mgmt.
Education / Skills Required:
BS degree in Business, Marketing or related field required. Masters degree preferred. Strong demonstrated verbal and written communication skills necessary with high level English grammar skills. Must possess demonstrated proficiency in MS Office applications; especially MS Project, Visio and Excel. Work experience in pharmaceutical industry or other regulated industry required. Experience with sales and marketing functions required.

 

__________________________________________________________________________
Manager / Sr. Manager – Sales Training & Development (New York, NY)  003-012909NV
Overall Responsibilities - Meet sales training demands by providing comprehensive training to field based employees in classroom and field setting. Responsibilities include conducting and maintaining product training and selling skills content, materials and programs. Conducts training sessions, both in the field and at the corporate facilities, to train new marketing and sales employees. Essential Duties - Designing, producing, implementing, coordinating and evaluating all tactical launch training activities for a specific product(s); Implementing, coordinating and evaluating all product branding/tactical training activities relating to new hire workshops; Works intimately with brand teams; Conducts and maintains all Sales Training programs for current field sales representatives. Leads and participates in the development of on-going training (print, web, CD, audio, video) for tenured representatives regarding ways to effectively communicate our selling messages, employ new sales campaigns, deal with competitive activity and new market entrants, as well as utilizing studies, development of core messages and a common platform for brand training output; Assists with marketing projects and sales meetings; Maintain knowledge of educational training theories and techniques and employ the latest training methodologies and technologies for participants to suit their learning styles and geographic needs; Directs training vendors/consultants in the development of training modules, tests, and new product launches/initiatives.Education / Skills Required:BS degree in scientific discipline with a minimum of 3 years pharmaceutical field sales experience. Candidate has a minimum of 2 years experience as a corporate trainer in the pharmaceutical industry. Background in adult educational instructional design is preferred. Previous experience in sales in women’s health products and CNS products are a strong plus. 

________________________________________________________________________________ 

Senior Product Manager / Associate Director – Product Marketing,  (New York, NY)  103-012909NV
Develops product contribution, sales and market share objectives, based on the Marketing Plans Process. Interacts with customers on a strategic and tactical level. Development of Staff. Develops product and SKU Forecasting Team to develop LE projections. Leads and manages interface with demand planning team. Leads and manages marketing interface with Sales Force. Monitors and reports sales & contribution results monthly. Addresses variances and executes in a timely manner. Directs Forecasting Team to develop and ultimately endorse long-range financial plan. Leads and manages MPH process. Organizes and leads strategic/tactical planning meetings. Effectively leads multidisciplinary and cross functional team meetings. Sets and achieves clear objectives. Provides long-term vision for life cycle management. Identifies new business opportunities & communicates them to management. Creates new ideas and approaches by considering inputs, concepts and/or experiences from across the organization. Develops & executes marketing strategy. Identify & address strategic imperatives. Develops a solid business case for product investments. Creates and presents to management a comprehensive marketing plan. Manages multi-layered programs. Prioritizes tactical plans to assure maximum reach and frequency to targeted audiences. Re-directs promotional priorities, anticipating market reactions. Maintains and leads good working relationships with outside vendors and joint venture partner. Networks to collect and share information, & convinces others & gains agreement. Master’s degree in Science or Business and five or more years of professional experience in medical product management or related fields. Excellent written and verbal communication skills; ability to lead teams, and establish and maintain working relationships with customers. PC literate. Knowledge of FDA and Regulatory environment,

__________________________________________________________________________ 

Senior Market Research Analyst / Manager, Primary Market Research – New York, NY  123-012909NV
 This position is responsible for, but not limited to: primary research for Pharmaceuticals Inc, ensuring primary research data is used effectively to make business decisions and support strategic objectives, with the execution and support of primary market research activities. 
Bachelors degree in Marketing, Marketing Research, Business Mathematics, Statistics, Engineering or Applied Social Research required. MBA in Marketing preferred. In addition, other demonstrated skills should include, but are not limited to: Strategic /Evaluative Thinking. Advanced qualitative and quantitative approaches, sampling processes, questionnaire design, ethnography, online research methods, mystery shopping, in-depth analytical skills, and website usability testing. Usability testing facilitation skills preferred. Ability to translate the results of statistical analyses into concise business terms. Skill in managing multiple projects simultaneously. Proven experience in the application/use of marketing research analytical principles, methodologies and statistics, Previous experience or knowledge of statistical software (such as SPSS) and business intelligence programs (such as Business Objects) is preferred. Excellent English grammar skills are a must, including the ability to conduct effective presentations to key leaders/decision makers. Two - five years of progressively responsible primary marketing research experience.

 

_____________________________________________________________________________
Manager Quality Technical Services 042508-NV-010609
Department: Quality Technical Services
$70-90K
Florida
Overall Responsibilities
Responsible for developing and maintaining Purchasing/QA/QC specifications for raw materials and packaging components based on the intended use of the materials. Provides technical support as it relates to QA compliance to Quality Control, Operations, and Information Management departments. Develops, applies and maintains quality standards and policies to improve quality systems to prevent non compliance issues. Provides Quality Assurance review of validation activities for computer systems, processes and process equipment. Collaborates with Engineering, Label Design, Purchasing, R&D, Operations, and Information Management departments to provide QA compliance support to projects.
Essential Duties
    * Determine meaningful specifications for raw materials and packaging components
    * Participate in the Quality Supplier Team meeting providing technical expertise
    * Provide accurate, thorough and timely review and/or approval of validation documentation
    * Identify/review and follow up on validation related deviations, observations, findings, and corrective actions
    * Perform investigations related to failures of incoming raw materials and packaging components
    * Develop and implement corrective actions
    * Review SOPs and other quality documentation for effectiveness
    * Assist as a technical liaison between raw material and packaging component suppliers and xx. May conduct supplier audit
    * Complies with all Company policies and procedures, including safety rules and regulations. Current Good Manufacturing Practices (cGMP), Food and Drug Administration (FDA), and other regulatory requirements in a regulated manufacturing environment.
    * Performs related duties as assigned
Essential Elements
Education / Experience:  B.S. degree in Chemistry or science-related field. Minimum of five (5) years experience in a pharmaceutical manufacturing/laboratory working environment. Strong written and oral communication skills. Excellent organizational skills and detail-oriented. Able to work independently and able to work collaboratively in a team setting. Computer literate with knowledge of MS Office Suite products (Word, Excel, Access).

 

_______________________________________________________________________________
QA Tech Services Manager
Pharma - 012009-EP
Required: Quality experience in commercial pharma manufacturing and the production of clinical batches.
$95K plus 10% bonus in the Greensboro area ( low COL and high quality of life )
The job is really a QE Manager role as follows: QE type/metrics experience.
 SUMMARY
The Quality Assurance Technical Services Manager is responsible for ensuring that quality technical professional support is in place and effectively supporting all  R&D, Production Operations, and QA/QC activities falling under the jurisdiction of the cGMPs and comparable global regulatory agencies. This includes ensuring the quality of line operations work outputs and the compliance of work practices. The incumbent will accomplish this by delegating these responsibilities to Quality Engineers who will work directly with line operations colleagues in the planning and execution of operations activities rather than inspecting for defects after the work has been completed. The Quality Assurance Technical Services Manager will employ working knowledge of regulations and quality management principles in the conduct of his/her responsibilities. Further, his/her organization will collect, evaluate and interpret performance indicator data to identify sub standard performance and/or performance improvement opportunities.

__________________________________________________________________________________ 

PRINCIPAL PROCESS ENGINEER  - 08dl-03249
Minneapolis area
 Salary: $100,000 + 20% bonus 
Leading medical device firm seeking innovative materials scientist for innovative new product development. This is a high-level staff role with involvement in identification of new materials for drug/device combination products. Specific emphasis on metallurgical applications like electroplating, electropolishing, surface science, etc. Will employ lean principles, TQM and continuous improvement to research projects in a lab setting, exposure to DOE and FMEA highly desireable. Essentially looking for a good materials science person with experience in metals and polymers development for medical device products. BS degree or higher required in Metallurgical Engineering, Chemical Engineering, Polymer Engineering/Science. Can look at lighterweight person in 5 years range, or up to about ten

_____________________________________________________________________________ 

PRINCIPAL STERILIZATION ENGINEER - 011509-JC
Location: Upper Midwest Salary: $95-110,000 + 20% Bonus Last Updated: 01/15/2009 Will be responsible for sterilization project management for a leading medical device company located in an attractive upper-midwestern city. This is a very visible position as the company is expanding their in-house sterilization activities supporting manufacturing and R&D. Qualified candidate will have at least six years of medical device sterilization experience, a BS degree in an engineering or scientific discipline, EtO experience required, Gamma Radiation preferred as well.
Comments: 
Company bringing sterilization in-house after using outside vendors for several years so this is a very visible position. 

 

______________________________________________________________________________
MANAGER FACILITIES MAINTENANCE - 011509-JC 
Location: Central Sunbelt Salary: $110,000 + Bonus Last Updated: 01/13/2009 Will be responsible for oversite of a staff of 15-20 people overseeing all maintenance of electrical, water and HVAC systems for a leading manufacturer of sterile pharmaceuticals. This critical position reports to an Associate Director of Engineering and is well-positioned for future promotion and growth. Qualified candidate will have at least 8-10 years of facilities maintenance experience in the aforementioned areas to include demonstrated success managing trades and crafts people. A BS in an engineering discipline is required.

 

______________________________________________________________________
MANAGER OF ENGINEERING -  102908-CJ
Southeastern US
$130,000 + 20% Bonus
Exciting position for a new sterile pharmaceutical facility in the construction phase now. Will work with internal staff and external vendors 
during construction and manage all aspects of engineering activities after completion and validation. This will include facilities and equipment 
maintenance, day to day plant engineering, validation and commissioning of equipment and other capital projects, machine shop, and allied activities. 
Qualified candidate will have a BS degree in an Engineering discipline and a demonstrated track record of successful engineering management leadership within a sterile/aseptic manufacturing environment. Must have the ability to guide and mentor more-junior associates. Any experience with start-ups and/or plant rennovation/expansions would be extremely attractive.

 

__________________________________________________________________________
SENIOR PHARMACEUTICAL SCIENTIST 010609-CJ
Location:  Upper Midwest
Salary:  $100-110,000 + 20% Bonus
Principal Pharmaceutical Scientist Our Client, the leading worldwide developer, manufacturer and marketer of medical devices, is seeking a Pharmaceutical Scientist to join the R&D group with focus on combination products. The candidate is expected to have a comprehensive grasp of the factors that affect the transport, distribution, and elimination of a drug at cellular and molecular levels. A deep understanding of the principles of biopharmaceutics and pharmacokinetics as applied to the complex issues associated with drug delivery. The candidate should have the ability to apply fundamental scientific principles to create practical solutions to technical challenges such as dosing strategy for various combination product development.Must have: - a Ph.D. in Pharmaceutical sciences, Chemistry, or related field - An in depth understanding of the relationship between physical and chemical properties in a dosage form, and the pharmacologic, toxicologic or clinical response observed after its administration - Broad knowledge base in the areas of cell biology, pharmacology, and physiology - Experience in a GLP/GMP or highly documented environment - Knowledge in analytical and bioanalytical techniques is highly desirable - Understanding and experience in pre-clinical model development is desirable - Experience in productive interactions across disciplines and work groups, and with external collaborators -Strong interpersonal and communication skills -Good technical writing skills  

 

_______________________________________________________________________________
SENIOR EQUIPMENT ENGINEER - 102908-CJ
Southeastern US
$105,000 + 20% Bonus
Will be responsible for the specification, selection, installation, commissioning and validation of sterile process equipment to 
include compounding, filling and autoclaves, WFI, DI, RO, HEPA filtration, SIP/CIP, for a new plant start-up. Qualified candidates will have a BS 
degree in an Engineering discipline and at least 5-7 years of experience working with sterile processing equipment as described above. Exciting 
opportunity to be part of a new start-up with a major pharma company in a very attractive location.

 

__________________________________________________________________________________
DIRECTOR OF STERILIZATION OPERATIONS 010609-CJ
Location:  Midwest or New England
Salary:  $140-160,000 + Bonus
Will oversee company-wide sterilization operations for one of the leading medical device firm in the world. This individual will coordinate construction and subsequent day to day operations of their sterilization activities in three sites, two in the US and one in Europe. This individual could choose to live in either New England or the upper Midwest.
Must have a BS degree minimum in a scientific or engineering discipline and at least seven years of high-level experience in EtO and Gamma sterilization methodology to include leadership positions. Key accountabilities will include heavy interaction with Division and Corporate Quality Assurance departments to devise a five year strategic plan, budgeting, and regulatory compliance. The position will involve 30-50% domestic and international travel.
Highly visible position with a company that has fully embraced Continuous Improvement, Lean Manufacturing and Six Sigma concepts.

_________________________________________________________________________________ 


 SENIOR VALIDATION ENGINEER  102408-CJ
Location: Southeastern US 
Salary: $105,000 + 20% Bonus 
Last Updated: 08/26/2008 
Will be responsible for validation of sterile processing equipment within a new plant start-up and once it is completed, provide day to day validation support to commercial manufacturing. A BS degree in an Engineering or Scientific discipline is required with at least five years sterile drug processing equipment validation experience. Exciting opportunity to participate in the initial Validation Master Planning for the start-up. Equipment expertise required includes SIP/CIP, autoclaves, WFI, filling, compounding, packaging equipment, etc.  

 

__________________________________________________________________________
Plant Manager 081408-CJ
Location: Rocky Mountains 
Salary: $100,000 + bonus 
Will be resonsible for oversite of a 100 person plant manufacturing chemical additives for pharmaceutical and food companies. Will oversee functional activities such as production/packaging, materials supply, a plant controller, quality programs and initiatives and allied activities. Qualified candidate will have a BS degree in an engineering or science discipline and ten to fifteen years total experience within a food, drug or consumer chemicals manufacturing environment. Must also have a demonstrated track record of success in management of a diverse staff of direct and indirect reports.  

 

______________________________________________________________________
VALIDATION PROJECT MANAGER 081408-CJ
Location: Monmouth County, NJ 
Salary: $95,000 
Will be responsible for total project management of validation efforts for a rapidly-growing drug/device firm to include process, equipment, cleaning and facilities validation. Successful candidate should have at least five years of validation experience in a drug or device environment and a BS degree in the sciences or engineering. There is a preference for candidates who have had experience in an aseptic product environment and/or gamma sterilization methodology. Relocation assistance is available but candidates commutable to Monmouth County, NJ would be given first preference.  

 

______________________________________________________________________
SENIOR QUALITY ENGINEER 081408-CJ
Location: Upper Midwest 
Salary: $90,000 + 15% bonus 
This Sr. Supplier Quality Engineer provides support for activities related to supplier selection and evaluation, supplier performance, and supplier management program. This is a major medical device/pharmaceutical company. 
Key Responsibilities • Expected to be a Subject Matter Expert (SME) for site Supplier Controls and Audit Management in support of Maple Grove and Plymouth Operations. • Coordinates and participates in Supplier Audit Program and ensures external CAPA program is compliant. o Audits supplier capabilities through direct visits, technical discussions and Quality System Audits. o Prepares detailed trip reports and Audit Reports to document findings and observations. • Distributes monthly and quarterly compliance reports for the approved vendors list (AVL) and external audit program. • Communicates quality issues to suppliers as needed and provides assistance to develop corrective actions to ensure timely and compliant closure. • Reviews, understands, and implements updated BSC Policy changes. Includes incorporation of this information into site programs through document reviews, protocol reviews, validation reviews, and training programs. • Trains suppliers, assessors, and other BSC personnel on QA specifications for suppliers. • Supports the development of Supplier Quality infrastructure by working with management on the development and enhancement of critical processes and procedures, as well as training and mentoring less experienced staff. • Support the day to day activities that take place for activities related to Alliance partner products 
Qualifications * Bachelor’s degree in a technical engineering field plus a minimum of 7 years experience auditing in the medical or pharmaceutical field. * Strong knowledge of manufacturing operations, quality principles, and statistics required. * Certification as a Certified Auditor or Engineer through ASQ is preferred. * Must have strong communication skills, self-confidence, and the will to create win-win scenarios. * Ability to interact with all levels of the organization required. 
_____________________________________________________________________________ 
 SENIOR AUTOMATION ENGINEER 081408-CJ
Location: Central Sunbelt 
Salary: $100,000 + Bonus 
Will be responsible for management of automation projects in support of drug manufacturing in a highly-automated process environment. Successful candidate will have experience in varied applications to include valves, pumps, water systems, utilities, production/packaging equipment, bar coding systems, and allied areas. It is also important that this individual have a hands-on approach with some prior experience in PLC programming to round out his/her experience base. Must have a BS degree in an Engineering discipline and experience related to those areas cited above to include Allen Bradley PLC's. Preferred would be drug or medical device experience but client will consider candidates without FDA process experience. Additionally, candidate could be with an operating firm now or an engineering consulting firm. This company is "Best of Breed" in the drug industy and this visible position offers excellent advancement potential.  

________________________________________________________________________________ 

PLANT ENGINEERING MANAGER 081408-CJ
Location: Central Sunbelt 
Salary: $130,000 + Bonus/Stock Ops. 
Will be responsible for management of plant engineering functions related to day to day operations and maintenance of building and utility systems in a heavily automated environment to include heavy emphasis on Johnson Controls (MVE). This includes boilers, chillers, pumps, motors, transformers, valves,switches, thermal piping, medium voltage cable, capacitors, metering (flow, pressure, temperature, electrical), air compressors, and allied sectors. A BS Mechanical Engineering is required along with at least five years supervisory experience within a drug, medical device or other closely allied FDA/GMP-regulated environment. Desired candidates will have a good understanding of plant automation and related validation requirements as well as a hands-on orientation and ability to relate to and work with day to day plant maintenance operations personnel. Reporting to the Vice President Plant Engineering and Facilities, this is a growth-oriented and very visible position. 

 


___________________________________________________________________________
SENIOR PROCESS DEVELOPMENT ENGINEER
12298-LD
 SUMMARY Responsible for working with the R&D teams to ensure appropriate processes and equipment are used to assure producibility of new products. Recommends and implements equipment and process upgrades to meet this goal. Develops and/or tests new types of equipment and processes to allow production of new types of products and/or increase product quality. ESSENTIAL DUTIES AND RESPONSIBILITIES · Analyzes, develops and recommends equipment and methods to meet production requirements for new or improved products and processes. · Works closely with R&D organization to ensure products in development will be efficiently producible in a production environment. · Recommends equipment and process changes to improve quality and reduce costs by providing technical analysis and input. · Provides technical guidance and liaison to production personnel. · Works closely with other departments and in cross-functional teams to resolve problems or to respond to technical issues. · Keeps up to date with latest manufacturing technologies and regulations · Produces clear, accurate and thorough technical documentation for production processes and development projects. · Supports validation of new processes and equipment. · Coordinate activities with outside suppliers and consultants to ensure delivery of equipment, supplies and services to meet scheduled timelines. · Prepare engineering cost estimates and project budgets. Conduct preliminary financial analysis for projects. QUALIFICATIONS To perform this job successfully, an individual must be able to perform each essential duty satisfactorily. Additionally, an individual must uphold the standards of conduct of the company, which include confidentiality, cooperation, and respect for people and property. The requirements listed below are representative of the knowledge, skill, and/or ability required. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions. EDUCATION AND EXPERIENCE: BA/BS degree in an engineering field and 6+ years of experience, preferably in a pharmaceutical manufacturing environment. Should have strong knowledge of liquid and/or semi-solid mixing technologies. Should have broad-base knowledge of manufacturing processes and equipment. Should have an understanding of cGMP’s and validation processes. Process automation and control experience is beneficial. 
Location: North Carolina
 

 ______________________________________________________________________

Validation Engineer   
12298-LD
This is a new position created due to the continued growth and expansion of this NC based pharmaceutical manufacturer. A great location with low COL. Compensation is competitve and commensurate with experience we are seeking. * Works with company personnel and external customers to coordinate the implementation of new and transferred products into the manufacturing facility. * Participates on and/or leads project teams working to implement new equipment and systems, changes to existing equipment and systems, facility expansions, new and transferred projects , and process optimizations. *Participates in peer review of validation documents developed and executed by others. *Writes and executes protocols for IQ/OQ/PQ validation for plant processes and utility support; process and cleaning validation; process cycle development and process development; and, computer validation. *Documents, tests, and validates changes made to validated systems. *Writes and/or reviews final summary reports for above listed protocols. The successful candidate will have a Bachelor's degree in a technical discipline ( engineering, life sciences or computer sciences ) and a minimum of 2 to 4 years validation experience.
Location: NC

 

___________________________________________________________________________
Technical Operations Manager 
12298-LD
  Formulations and technical operations position for this NC company. The Technical Operations Manager directs and oversees the policies, objectives, schedules, and initiatives of the Technical Operations department. The position requires maintaining the companies' competitive position and profitability by formulating research and development programs. Tasks include both supervisory and direct laboratory work. A minimum of 5 years of relevant experience is requires in the field of product and process development. A familiarity with a wide variety of concepts, practices, and procedures in the Process Development of Nutraceutical products, as well as those of CGMP Manufacturing and other related departments is necessary. Must rely on extensive experience and judgment to plan and accomplish goals. Reports to the Director of Manufacturing. 
Location: NC

 

_______________________________________________________________________________
 Director of Manufacturing
Location: NC - 12298-LD   
SUMMARY Directs and coordinates manufacturing activities of the plant to obtain optimum efficiency, safety, compliance and economy of operations to maximize profits. ESSENTIAL DUTIES AND RESPONSIBILITIES Plans, develops, and implements manufacturing organization policies and goals. Coordinates activities of responsible departments to include: Gelatin and Medicine, Encapsulation and Post Production manufacturing, to effect operational excellence, efficiency, regulatory compliance and safety in support of the production schedule. Establishes goals and objectives for the responsible manufacturing departments, which are based on company objectives and budget requirements for the year. Demonstrates a broad understanding of and ability to follow; cGMPs, DEA, FDA and other applicable regulatory guidelines. 
 EDUCATION AND EXPERIENCE: BA/BS in technical or manufacturing field and 10 years of direct manufacturing experience in the pharmaceutical or chemical industries, or equivalent combination of education and experience. Experience should also include management of multi-disciplined workforce at all levels. Preferable experience would include contract manufacturing and/or solids, capsules or softgel manufacturing.

 

____________________________________________________________________________
Team Leader 
(Production Supervisor) 12298-LD
Directs a multifunctional team responsible for producing product in conformance with regulatory requirements, cGMPs, within company policies and goals. 
Manages the overall activities of a large functional area within the organization's manufacturing facility. Ensures compliance with all cGMPs, SOP's, FDA, HSE and DEA regulations within the assigned area, working to ensure synergies and maximization of global economies of scale. 
Implements continuous improvement processes and projects that provides consistency in local and global policies. Establishes solid relationships with QC, QA, Engineering, Facilities Maintenance and Validation toward the appropriate balance of cost, production, quality, and safety of the organization to ensure adequate production supply. 
Performs statistical analysis of manufacturing data, trending and improvement measures. 
Partners with Planning to ensure adequate supply of materials and with Supply Chain to ensure availability of products to external customers. Directs the activities of resources, both internal and outside contractors/vendors, with similar technical or functional responsibilities. Responsible for implementing operational and strategic policies and directives. Develops functional processes for area managed. Interfaces with senior management to report on project and program milestones and to present project needs. Requires the ability to influence others to achieve results. Assignments are given in the form of objectives with no process defined. May or may not manage lower-level supervisors. 
Provides project and program milestones updates and presents project needs to direct manager. 
Assignments are provided in a direct manner with basic processes defined. 
Manages production supervisors ensuring the appropriate compliance of human resources and legal policies/procedures. 
Strong oral and written communication and management skills in a team environment. 
Self directed, motivated and ability to operate independently. 
This position will be responsible for a team including all support individuals required to support the production of the assigned functional area. Direct reports will include: planning, technical support, engineering, maintenance, organizational excellence engineers, manufacturing supervisors and packaging supervisors for all shifts.
Education: 4 Year Degree Required - BS/BA – Science/Engineering preferred. 
Work Experience: Minimum 4 - 6 years of direct management experience. Minimum of 8 years pharmaceuticals – solid dose manufacturing experience preferred.
Location: North Carolina

 

___________________________________________________________________________
 Compliance Associate IV 
12298-LD  Lead/manage remediation activities and projects conducted by cross-functional matrix teams. 
BS Science / Pharmacy and at least 5 years of pharma experience to include some Quality / Compliance / Regulatory experience.
Location: North Carolina
 Compliance Director   This position directs resources to assure GMP compliance for suppliers and third party contract service providers by developing and maintaining compliance programs, policies and procedures, and conducting due diligence evaluations. This position is directly responsible for all district FDA contact for third party field alerts and all US recalls. This position manages compliance shared services (SQM, field alerts, recalls, corporate procedures) for all US manufacturing sites and third party quality management program for US. The position is responsible for establishment of risk based compliance direction for quality related matters; establishment of management communication tools for areas of responsibility; management of compliance department personnel and budget; assuring rapid resolution of quality related matters associated with suppliers and third party partners; and establishment and approval of quality agreements with contract service providers.
BS in Science / Pharmacy and at least 12 years of pharma experience.
Location: Colorado

 

 

_______________________________________________________________________________ 

 Manager, QC Documentation 12298-LD   Supervises employees responsible for GMP document management, including: SOPs, GMP forms, specifications, methods, labeling masters, tooling drawings, manufacturing and packaging records, and records retention (archives). 
Manages and reports on improvement initiatives and systems upgrades. 
Supports the training of users on Quality Systems procedures and processes, including TrackWise processes. 
Ensures Quality/Compliance standards are maintained for area of scope. 
Trains and develops staff. 
Provides leadership for the group through coaching, counseling and open communication. 
Supervises a group of employees or outside contractors/vendors who have similar technical or functional responsibilities. 
Requires operational knowledge of area of functional responsibility. 
Assigns task, reviews work and writes appraisals. 
Ensures projects are on schedule and within budget. Receives assignments in the form of general objectives with goals and processes defined.
Minimum requirements Education/Experience: 
BS degree required and 8 to 12 years of related experience. 
Location: North Carolina

 

_______________________________________________________________________
Manufacturing QA Manager SENIOR PROCESS DEVELOPMENT ENGINEER
12298-LD
 SUMMARY Responsible for working with the R&D teams to ensure appropriate processes and equipment are used to assure producibility of new products. Recommends and implements equipment and process upgrades to meet this goal. Develops and/or tests new types of equipment and processes to allow production of new types of products and/or increase product quality. ESSENTIAL DUTIES AND RESPONSIBILITIES · Analyzes, develops and recommends equipment and methods to meet production requirements for new or improved products and processes. · Works closely with R&D organization to ensure products in development will be efficiently producible in a production environment. · Recommends equipment and process changes to improve quality and reduce costs by providing technical analysis and input. · Provides technical guidance and liaison to production personnel. · Works closely with other departments and in cross-functional teams to resolve problems or to respond to technical issues. · Keeps up to date with latest manufacturing technologies and regulations · Produces clear, accurate and thorough technical documentation for production processes and development projects. · Supports validation of new processes and equipment. · Coordinate activities with outside suppliers and consultants to ensure delivery of equipment, supplies and services to meet scheduled timelines. · Prepare engineering cost estimates and project budgets. Conduct preliminary financial analysis for projects. QUALIFICATIONS To perform this job successfully, an individual must be able to perform each essential duty satisfactorily. Additionally, an individual must uphold the standards of conduct of the company, which include confidentiality, cooperation, and respect for people and property. The requirements listed below are representative of the knowledge, skill, and/or ability required. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions. EDUCATION AND EXPERIENCE: BA/BS degree in an engineering field and 6+ years of experience, preferably in a pharmaceutical manufacturing environment. Should have strong knowledge of liquid and/or semi-solid mixing technologies. Should have broad-base knowledge of manufacturing processes and equipment. Should have an understanding of cGMP’s and validation processes. Process automation and control experience is beneficial. 
Location: North Carolina

_________________________________________________________________________________ 


Validation Engineer   
12298-LD
This is a new position created due to the continued growth and expansion of this NC based pharmaceutical manufacturer. A great location with low COL. Compensation is competitve and commensurate with experience we are seeking. * Works with company personnel and external customers to coordinate the implementation of new and transferred products into the manufacturing facility. * Participates on and/or leads project teams working to implement new equipment and systems, changes to existing equipment and systems, facility expansions, new and transferred projects , and process optimizations. *Participates in peer review of validation documents developed and executed by others. *Writes and executes protocols for IQ/OQ/PQ validation for plant processes and utility support; process and cleaning validation; process cycle development and process development; and, computer validation. *Documents, tests, and validates changes made to validated systems. *Writes and/or reviews final summary reports for above listed protocols. The successful candidate will have a Bachelor's degree in a technical discipline ( engineering, life sciences or computer sciences ) and a minimum of 2 to 4 years validation experience.
Location: NC

 

_________________________________________________________________
Technical Operations Manager 
12298-LD
  Formulations and technical operations position for this NC company. The Technical Operations Manager directs and oversees the policies, objectives, schedules, and initiatives of the Technical Operations department. The position requires maintaining the companies' competitive position and profitability by formulating research and development programs. Tasks include both supervisory and direct laboratory work. A minimum of 5 years of relevant experience is requires in the field of product and process development. A familiarity with a wide variety of concepts, practices, and procedures in the Process Development of Nutraceutical products, as well as those of CGMP Manufacturing and other related departments is necessary. Must rely on extensive experience and judgment to plan and accomplish goals. Reports to the Director of Manufacturing. 
Location: NC

________________________________________________________________________________ 

Manager, External Supply Chain   For this major, multi-national pharma company located near Denver, CO. 
12298-LD
Job Description : Position Summary:
The Manager, External Supply Chain will manage the external supply base [3rd party and intercompany] implementing policies and processes which ensure an optimized and integrated sourcing system that meets customer requirements, minimizes total supply chain cost, maximizes supply chain effectiveness including conforming to established quality standards, and establishes an inventory flow that is responsive to the needs of the business. This position reports to Director, External Supply Chain.
Education: Bachelor's degree 
Work Experience: 5+ years experience in purchasing and/or planning 
Certifications: APICS certification desired 

 

________________________________________________________________________________
 Compliance Associate IV 12298-LD  Lead/manage remediation activities and projects conducted by cross-functional matrix teams. 
BS Science / Pharmacy and at least 5 years of pharma experience to include some Quality / Compliance / Regulatory experience.
Location: North Carolina
  Compliance Director   This position directs resources to assure GMP compliance for suppliers and third party contract service providers by developing and maintaining compliance programs, policies and procedures, and conducting due diligence evaluations. This position is directly responsible for all district FDA contact for third party field alerts and all US recalls. This position manages compliance shared services (SQM, field alerts, recalls, corporate procedures) for all US manufacturing sites and third party quality management program for US. The position is responsible for establishment of risk based compliance direction for quality related matters; establishment of management communication tools for areas of responsibility; management of compliance department personnel and budget; assuring rapid resolution of quality related matters associated with suppliers and third party partners; and establishment and approval of quality agreements with contract service providers.
BS in Science / Pharmacy and at least 12 years of pharma experience.
Location: Colorado

 

___________________________________________________________________________
 Manager, QC Documentation 12298-LD   Supervises employees responsible for GMP document management, including: SOPs, GMP forms, specifications, methods, labeling masters, tooling drawings, manufacturing and packaging records, and records retention (archives). 
Manages and reports on improvement initiatives and systems upgrades. 
Supports the training of users on Quality Systems procedures and processes, including TrackWise processes
Ensures Quality/Compliance standards are maintained for area of scope. 
Trains and develops staff. 
Provides leadership for the group through coaching, counseling and open communication. 
Supervises a group of employees or outside contractors/vendors who have similar technical or functional responsibilities. 
Requires operational knowledge of area of functional responsibility. 
Assigns task, reviews work and writes appraisals. 
Ensures projects are on schedule and within budget. Receives assignments in the form of general objectives with goals and processes defined.
Minimum requirements Education/Experience: 
BS degree required and 8 to 12 years of related experience. 
Location: North Carolina

 

__________________________________________________________________________
  Manufacturing QA Manager   12298-LD    
For this multi-national pharma company located in RTP, NC. 
Summary: 
Directs the preparation and approval of all Standard Operating Procedures (SOP), Work Instructions (WI), and manufacturing batch records. Establishes standards for certification of work and documentation. Prepares responses to customers and auditors on area work concerns. Ensures that a proper system for documentation and data retrieval are available. Reviews and directs the Corrective Action and Preventive Action (CAPA) program. Coordinates and directs the vendor approval program. 
Education or Equivalent: 
Bachelors degree in a Biological or Analytical curriculum or equivalent. 
Experience:
Minimum of six years applicable quality experience. Experience in aseptic processing or bioprocessing strongly preferred. Must have excellent oral and written communication skills. Must have experience in dealing with customer relations. Must have excellent computer software usage skills including, but not limited to, MS Word, MS Excel, and MS Access.

 

_____________________________________________________________________________
  QA - Quality Engineer  12298-LD  
 This position provides Quality Assurance oversight of Manufacturing and Quality Control areas. Provides QA review and approval of new and existing procedures, investigation documentation, and process control documents. Uses trend and investigational data to create value through process improvements and failure reduction activities. The incumbent must act independently to identify failure modes and related process improvements, facilitating teams and working independently to implement required changes. 
Performs QA technical review for assigned area. Provides final QA approval on all process, cleaning, method validation protocols, reports and discrepancies, change controls, deviations, OOS investigations, complaint investigations, equipment/facilities. 
Provides first response for Quality and Compliance issues on the manufacturing floor and the laboratories. 
Provides review and approval of: Deviations, Investigations, and Inquiries; Protocols/Discrepancies(Validation, Equipment, Process, Production); Change Documentation (CCR’s, DCM’s,PAC’s.) 
Uses data trends to work with operating departments to identify process improvement opportunities. 
Drives compliance, efficiency, or process improvement projects. 
Leads and/or participates in scheduled and unscheduled audits of operational areas. 
Lead teams for tracking of quality activities, metrics, CAPA tracking, etc. 
Provides backup to Record Review for review/release of production batch records. 
May provide QA approval on any of the following: Change Control; Operational Procedures; Deviations; Lab Inquiries/OOS Investigations; Process, cleaning, validation protocols, reports and discrepancies; Process, equipment and facilities qualifications, protocols/reports; Monitoring instruments and procedures. 
Interacts closely with Quality Systems, Operations, Technical Services, Supply Chain, and Lab Management to ensure unfavorable trends are identified and resolved. Provides QA representation on Raw Material Issues team ensuring information continuity for incoming quality concerns through Supply Chain to vendors. Acts as lead or participates in internal audits of plant and laboratory operations. Interfaces with internal partners to resolve technical issues and initiate process improvements. Takes initiative to identify and solve technical and procedural deficiencies to improve productivity. Performs other duties as assigned. Receives little supervision for most assignments. Receives general instructions for non-standard analyses and projects. Data analysis is complex and requires input from multiple sources and innovative problem-solving. Interfaces to negotiate and exchange information with all levels of management.
BS/BA in Chemistry, Engineering or life sciences and 5 years of professional related experience.
Location: North Carolina

 

_________________________________________________________________________
QA Director   12298-LD   For this major parenterals company, manage all Quality Assurance activities - inspection, audit, compliance, documentation, etc.
Background must include parenterals and management of a QA Function.
Exciting company. Competitive compensation. Relocation provided.
Location: Chicago

 

_____________________________________________________________________________
QA SPECIALIST, R&D   12298-LD   This is a new position for this fast growing NC based pharmaceutical company. 
Reporting to the Sr. Manager QA, the QA SPECIALIST, R&D will be responsible for the implementation and maintenance of cGMP compliant systems within the R&D division. This includes but is not limited to Pilot and Process Lab support during the manufacture of the company's pharma products, batch record review and approval, deviation review and approval, and internal lab auditing. 
Will also review and release raw materials for R&D; provide QA support during clinical and bio-studies of products; assists with customer audits; assists in deviation investigations for R&D; prepares R&D for PAIs; performs audits of contract testing labs. 
Requires a degree in one of the sciences and a minimum of 5 years experience in a pharma quality role.
Location: NC

 

______________________________________________________________________________
  Quality Control Manager   L08-12298-D    
Pharma company located in NJ. Manage a professionally staffed Chemistry and Microbiology Quality Control Laboratory operating at a three shift capacity. Reports to the Director of Quality Systems.
Location: NJ

 

_________________________________________________________________________
 Reliability Engineer   L08-12298-D    NC Pharma client. Base - market $'s.
Maximize plant reliability to maximize site's production capability. Oversee and streamline the preventative maintenance program. Establish a predictive maintenance program based on historical data. Maintain documentation as dictated by regulatory requirements. Assist with troubleshooting equipment, systems and addressing non-conformance issues presented by other departments. Assist with installation and validation of new equipment and systems, including development of associated procedures and training of personnel. 
Maximize plant reliability for the Production and Technical Services departments. 
Oversee and supervise the implementation of the existing preventive maintenance (PM) program. Develop and improve program as necessary. 
Optimize and manage the spare parts inventory. 
Perform statistical analysis of historical data for the purpose of predicting maintenance requirements. Review systems redundancy (installed and non-installed spares). Establish a predictive maintenance program. 
Maintain current documentation for equipment and systems. 
Produce complete lists of set points and process parameters necessary for troubleshooting and for the correct operation of the systems. 
Work on non-conformance reports and other tasks as required. Interface with QA, QC, Production and Technical Services. 
Provide equipment and system training and mentoring to Maintenance, Production, QA and other employees as needed. 
Extensive knowledge of instrumentation and PLC based control systems Good communication, training and mentoring skills Strong organizational skills and ability to manage multiple complex tasks which require attention to detail. Strong record keeping and documentation ability, good technical ability to understand, analyze and implement reliability and functionality of complex technical systems. 
BS degree required with 8 to 12 years of related experience Mechanical or electrical engineering degree with minimum 10 years of relevant experience, including prior experience in a pharmaceutical environment. Previous experience in instrumentation and controls and reliability engineering a plus. Required years of experience Seven - Ten 
Location: North Carolina

 

______________________________________________________________________________
  SENIOR QUALITY ASSOCIATE     L08-12298-D 
An exciting position in a desirable low COL area with a growing company involved in a wide range of pharmaceutical products. Competitive salary and benefits. The SENIOR QUALITY ASSOCIATE will: *provide technical leadership and quality oversite for the sterile processing operations in association with specific aspects of quality to insure compliance with all applicable FDA and company regulations; *will perform compliance assessments, make decisions re: regulatory requirements, write new procedures, and insure adherence to current regulations; *conduct risk assessments and take appropriate actions during quality system management and oversight activities to insure adequate controls in relation to the level of product quality, safety and business risks; *provide leadership and team participation related to quality initiatives, compliance improvements, product transfers, and facility expansions; *perform document reviews and make determinations as to whether work performed meets current proceduresand regulatory expectations. BS/BA degree in a scientific field ( chemistry, biology, microbiology, or other technical or physical/life science )plus 4 years experiencein pharmaceutical QA with at least 2 years aseptic processing experience.
Location: NC
 

_____________________________________________________________________________ 

Sr. Manager, Clinical Operations    L08-12298-D  Responsible for the management of the clinical monitoring process, administration and orchestration of clinical and laboratory study related activities, and oversee compliance of NPD to SOPs, GCP/GLP/GMP practices and FDA regulations. 
The position has 6 major areas of function: 
1. Management and development of the US Clinical Operations Team, including Study Monitors, Contract Study Monitors, Clinical Operations Coordinator, Study Coordinator and Archivist
2. Management of all Investigational Veterinary Products (IVP) Inventory and Processes for GCP and GLP studies
3. Management of US GCP Operations 
4. Management of Technical Support and Technical Review and Document Compliance 
5. Management of the US NPD Study File Archives 
6. Design, direct and coordinate GCP studies (on an as needed basis) by setting up clinical trial protocols, selecting investigators and sites, directing study monitors, supervising study progress, prepar-ing site study reports and summary reports, and working closely with counterparts in a matrix or-ganization to obtain FDA and/or EPA approval of new animal health products. 
Minimum requirements 
Graduate degree in scientific discipline or equivalent experience with contract research & product development 
At least 6 years of drug development experience 
Location: NC

 

__________________________________________________________________________
  Research & DevelopmentDirector, Analytical R&D   L08-12298-D 
  Reporting to the Vice President of US R&D, this position will focus on supporting analytical development of assay methods, work closely with Product Development Scientists and other company groups to direct and oversee all activities related to the development, qualification, validation, and transfer of analytical procedures to support North American registration and commercialization of new products. 
Required are a PhD in Chemistry or other, closely allied science, and at least 10 years of pharmaceutical experience, coupled with significant supervisory experience.
Company is a rapidly growing, multi-national manufacturer of Rx, OTC and nutritional products, located in a highly desirable area of NC.

 

____________________________________________________________________________
  DIRECTOR, R&D   L08-12298-D 
  The DIRECTOR, R&D is responsible to the VP, R&D for leading the company's product development group in conceiving, developing, scaling up and transfer of new drug delivery technologies. Will lead and supervise the planning and implementing the activities of cross functional teams towards meeting the milestones of the company's portfolio objectives. Will provide resident expertise re formulations, colorants, and other raw materials. Insures that all experimental designs, procedures, projects etc. meet all compliance requirements. Will identify and lead collabrative R&D opportunities with outside organizations. Will keep upper management advised of project(s) status. Will be responsible for R&D strategic planning. The successful candidate will have a minimum of 8 years experience in R&D/formulations, including significant managemnent experience. A PhD or PharmD in Pharma. Sciences, Chemistry or related discipline is required. The company is Southeastern US based in a quite reasonable COL area with a high quality of life. Competitive compensation and benefits.
Location: Southeastern USA

 

__________________________________________________________________________
 Director, Technical Service   L08-12298-D   
For this fast growing, multi-national manufacturer of pharmaceuticals, located near RTP, NC.
Manage Technical Services and Validation Groups which perform scale-up, technical transfer, process development, process improvement, trending, and valdiation for oral solid dose products. 
Education: BS/BA in Science or Engineering. Masters a plus. Work Experience: 10 or more years of progressively responsible experience in the pharmaceutical industry; ideally in solid dosage generics technology. Prior experience supervising, leading and directing groups with diverse technology and business backgrounds. Must have a broad based knowledge of manufacturing processes and equipment, technical transfer methodology, a solid understanding of cGMP’s, validation processes, process automation and control. Knowledge of current industry validation strategies and a prior experience working with R&D bringing products to market. Understanding and commitment to Lean/Six sigma strategies.

__________________________________________________________________________________ 


Manager, Product Launch    L08-12298-D
NC 
  For assigned projects, manage all stages associated with the manufacture of a new product, from pre-formulation development through the final transfer to commercial production. Coordinate with internal and external contacts as necessary. Assist with development of department timelines, budget, and resource requirements. 
Comprehensively manage the department’s projects as assigned by either the Director Technical Services of VP Technical Operations Technology relating to the department’s technical services (pre-formulation, formulation development, process optimization, etc.) and the manufacture of clinical trial materials. 
Coordinate and schedule the department’s and site resources including personnel, equipment, technologies, materials, testing facilities, and related staff functions to accomplish assigned goals and project timelines. 
Coordinate the department’s activities with other departments or outside contractors. 
Identify and report any resource deficiencies and assist in the development of timely courses of action to achieve assigned goals and project timelines. 
Assist with the evaluation of project needs, preparation of quotations and invoicing, development of project timelines and preparation of departmental fiscal budgets. 
Interact with various departments to ensure customers are informed of the progress of their project and assist in meeting any needs that may arise. 
Minimum requirements Education/Experience: 
MS in a technical discipline 
Minimum of 7 years of pharmaceutical solid-dosage product / process development and/or manufacturing or Bachelor’s degree in a technical discipline 
Minimum of 10 years extensive experience in pharmaceutical product/process development and/or manufacturing 
3 years of direct project leadership experience, including experience effectively communicating information and responding to questions from cross-functional departments 
Additional Competencies: 
Strong interpersonal, team management, communication and presentation skills 
Ability to successfully manage multiple projects to achieve company objectives 
Competency in the use of common computer software packages Project planning skills including the ability to write reports and project timelines 
Knowledge of the design, application and trouble-shooting of pharmaceutical equipment, systems and facilities 
Familiar with common compounds used in the manufacture of pharmaceutical solid-dosage products and their proper application Thorough understanding of FDA regulations with emphasis on cGMP and their application 
Ability to develop training programs and provide hands-on training to personnel at various levels with the organization 
Required years of experience - Above Ten Years

 

___________________________________________________________________________
  Manager, Project Management    L08-12298-D 
  For this fast-growing pharma company in NC. Manages the Project Management department within R&D to assure progress toward critical milestones of Banner’s strategic plan. Ensures the successful planning, development, administration, and execution of the new product development process. This includes identifying company needs, defining scope, estimating labor, technology, and capital resource needs, and measuring and reporting the performance of the project management group. Persons in this position will also directly manage some development projects and provide support of project management processes at other sites.

 

_______________________________________________________________________________
  QA - Quality Engineer     L08-12298-D 
This position provides Quality Assurance oversight of Manufacturing and Quality Control areas. Provides QA review and approval of new and existing procedures, investigation documentation, and process control documents. Uses trend and investigational data to create value through process improvements and failure reduction activities. The incumbent must act independently to identify failure modes and related process improvements, facilitating teams and working independently to implement required changes. 
Performs QA technical review for assigned area. Provides final QA approval on all process, cleaning, method validation protocols, reports and discrepancies, change controls, deviations, OOS investigations, complaint investigations, equipment/facilities. 
Provides first response for Quality and Compliance issues on the manufacturing floor and the laboratories. 
Provides review and approval of: Deviations, Investigations, and Inquiries; Protocols/Discrepancies(Validation, Equipment, Process, Production); Change Documentation (CCR’s, DCM’s,PAC’s.) 
Uses data trends to work with operating departments to identify process improvement opportunities. 
Drives compliance, efficiency, or process improvement projects. 
Leads and/or participates in scheduled and unscheduled audits of operational areas. 
Lead teams for tracking of quality activities, metrics, CAPA tracking, etc. 
Provides backup to Record Review for review/release of production batch records. 
May provide QA approval on any of the following: Change Control; Operational Procedures; Deviations; Lab Inquiries/OOS Investigations; Process, cleaning, validation protocols, reports and discrepancies; Process, equipment and facilities qualifications, protocols/reports; Monitoring instruments and procedures. 
Interacts closely with Quality Systems, Operations, Technical Services, Supply Chain, and Lab Management to ensure unfavorable trends are identified and resolved. Provides QA representation on Raw Material Issues team ensuring information continuity for incoming quality concerns through Supply Chain to vendors. Acts as lead or participates in internal audits of plant and laboratory operations. Interfaces with internal partners to resolve technical issues and initiate process improvements. Takes initiative to identify and solve technical and procedural deficiencies to improve productivity. Performs other duties as assigned. Receives little supervision for most assignments. Receives general instructions for non-standard analyses and projects. Data analysis is complex and requires input from multiple sources and innovative problem-solving. Interfaces to negotiate and exchange information with all levels of management.
BS/BA in Chemistry, Engineering or life sciences and 5 years of professional related experience.

 

__________________________________________________________________________________
  QA Director    L08-12298-D 
 For this major parenterals company, manage all Quality Assurance activities - inspection, audit, compliance, documentation, etc.
Background must include parenterals and management of a QA Function.
Exciting company. Competitive compensation. Relocation provided.
Location: Chicago

 

_____________________________________________________________________________
 Quality Control Manager   L08-12298-D 
  Pharma company located in NJ. Manage a professionally staffed Chemistry and Microbiology Quality Control Laboratory operating at a three shift capacity. Reports to the Director of Quality Systems.
Location: NJ

 

_____________________________________________________________________________
Western Regional Sales Executive - 087pe-031809
Background: The company is a Scandinavian company that is expanding it's  US based operation for sales and support to the western USA ans Canada. The company has developed a unique product used for Quality Assurance in advanced Radiation Therapy. The product has been enthusiastically received on the market. The two leading therapy system vendors, Varian and Elekta, have recognized it as the system for performing QA for their new rotational therapy (RapidArc and VMAT).
The product has FDA 510K approval.
This is a highly innovative company and offers a creative and stimulating environment for the employees. 
Job description: The person we are looking for shall identify the on-going projects for purchase of new equipment, the needs for QA and drive the projects to closure. The person must be used to working independently and to plan both on a long term and day-to-day basis. The work tasks include:
Survey and analyse the market situation in the territory and identify the prospective business.
Develop and implement a strategy to best cover the western North American market.
Develop a network with other companies in the field in order to identify buyers and to bundle systems with other major equipment purchases.
Plan and make sales calls contacting prospective buyers.
Plan and perform sales on-site demos.
Prepare and send out and follow up on quotations to potential buyers.
Support customers in application, software and hardware issues. ( We are also currently recruiting for a Customer Service Professional, so this responsibility will diminish when that is done )
Install systems and train customers to use them. ( Ditto above parenthetical statement )
Market the products in the territory
Plan for and participate in the trade shows to generate new leads, demonstrate and explain the products to potential customers (ASTRO, AAPM etc.)
Generate sales forecasts and timely report to the sales and marketing manager.
Maintain market knowledge and trends, proper self-training, participate and contribute to company market and product training and feedback.
Job requirements: 
The person we are seeking will be located in the Western US and shall have:
Documented skills in sales in the field of radiotherapy, preferably in software or systems
A technical understanding to be able to support customers both in technical and application questions
A wide network in the radiotherapy field both with end-users and with the main accelerator and other major equipment in the radiotherapy field
Be self-going, structured and able to work as a team member with the main office in Sweden
An excellent communicator and able to present complex products to various types of customers
 Travel at least 100 days per annum.

 

MUST HAVES
1. Experience in the radiation therapy field and a network in the radiation therapy field with end users ( hospitals, cancer clinics, universities ) and with the main accelerator vendors ( Varian, Tomotherapy, Elekta to name a few ) and other major equipmnet suppliers in the radiation therapy field.
2. Must be on the West Coast, preferably CA. Will consider someone with the right credentials in the states contiguos to CA, OR and WA.
******************************************************************************

Contact
Jim Antonis
Senior Vice President
Medical and Scientific Affairs
Steffin Kutzman & Associates
Phone: (650) 685-1000 ext 103
Fax: (650) 685-4660
Email: jim@skutzman.com
Publications Associate; South San Francisco, CA

REPORTS TO:        Senior Manager, Medical Information and Publications
JOB TYPE:            Full Time, Contractor

Position Summary
 
Position will be responsible for collaborating with authors, internal colleagues, and medical writing agencies on publication projects in order to execute strategic publication plans. The objective is to ensure timely presentation and publication of clinical data and reviews at independent medical and scientific congresses and in peer-reviewed journals.


Primary Responsibilities (other duties may be assigned)
· Collaborate and liaise closely with clinical operations staff to execute on publication plans 

· Manage publication development processes and projects with the help of publication planning software, in compliance with corporate policy 

· Participate in weekly and monthly meetings of the cross-functional publication group 

· Assist in the development of annual strategic publication plans 

· Act as liaison between US and global medical communication teams 

· Assist in the management of publication budgets 

· Practice and monitor company and industry publication planning best practices 

· Identify and participate in the development of group best practices, process innovation, functionality improvements, etc. 

· Participate in other cross-functional projects, as needed/appropriate, such as supporting Medical 

· Information requests (e.g., professional product information letters) 

· Prepare timely summary reports of the status of all responsible projects 

· Maintains technical proficiency and professional skills via independent study and continuing education (e.g., conferences, seminars) 

· Follow departmental policies, procedures, and SOPs

 Qualifications

· PharmD/PhD/MD, preferred. Other degrees with appropriate (industry / clinical) experience will be considered. 

· Two to five years of progressively increasing experience within the pharmaceutical industry, e.g., in clinical affairs or medical communications 

· A working knowledge of clinical trial and publication processes, ICH/GCP guidelines and good publication practices (GPP) 

· Scientific aptitude in the relevant cardiovascular therapeutic areas/disease states 

· Ability to deliver oral presentations and write scientific documents in a clear, focused, and concise manner 

· Excellent teamwork and collaboration skills, and exceptional organization skills 

· Ability to work independently with strong attention to detail 

· Ability to achieve departmental and company goals in a timely manner

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

Medical Writer; San Francisco Bay Area

If you are interested please contact:

Erik Georges

Managing Director

Opus Regulatory, Inc.

Office:  919.323.8722

Cell:  919.656.7005

Toll Free: 888.272.8744 x251

www.opusregulatory.com
One-year medical writing contract in the SF Bay area, with responsibilities including writing clinical documents; including clinical study reports, protocols, manuscripts, case report forms, investigator brochures, informed consent forms, statistical analysis plans, and study manuals.  In addition, assisting with the generation of regulatory submissions documents, including NDA/sNDA briefing documents. 

Medical Writer for Book Project: Home Office Located Anywhere

If you think you are right for this and have interest, please send me an email and your cv.

 


Marilyn Allen
Allen OShea Literary Agency
marilyn@allenoshea.com
http://www.allenoshea.com
http://www.publishersmarketplace.com/members/AllenOSh
JOB TYPE:            Contractor

I am a literary agent scouting on behalf of a major publisher for an expert to write a small trade book on bioidentical hormones. The ideal author is an OB/GYN, or someone who has prescribed both/either hormones or bioidenticals to women. The idea is to be objective, and to respond to the unanswered questions women may have after reading books on the subject like the Suzanne Sommers book. The page count is 176 and we're not talking about a lot of writing. The publisher wants this for a December 2009 publication, which means they would need 100% delivery by late May/early June the latest.

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

Jobs that Crossed My Desk Week, March 15-21, 2009

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

Please send resume as an attachment to wd_darshana@hotmail.com.

I do not have many details and I am only helping out someone here. Not my direct client. 
Director of Clinical Research
Location - Redwood City
Experience with clinical studies in medical device, is absolute must. Ideal candidate will have experience running clinical trials on reimbursement side. This is a quick to market opportunity.

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

ePharmaExpo.com uses the internet to conduct trade shows for the pharma and life science industries.  Besides having exhibitions, ePharmaExpo.com also has a unique click-by-state job bulletin (www.ePharmaExpo.com/job) that is easy and fun to use.  For jobs in California, simply go to the link and click on CA.  Alternatively, one can click on Advanced Search to put in more search criteria.  

The following is a list of NEW job postings in the Bay Area:

Manufacturing Engineer

Clinical Development Engineer

Sr. Mechanical Engineer

Clinical Trial Assistant

Senior Clinical Research Associate

To apply, please follow the instructions associated with each job posting.

ePharmaExpo.com has received many requests from employers and recruiters to search our resume database.  We encourage our job-seeking visitors to post their resumes to make themselves visible to our inquiring employers.

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

If you have any questions or concerns, please feel free to contact me by email at Amanda.gustafson@igiusa.com, or phone 732-652-1531.
I am a lead recruiter for Infotech Global, Inc. also known as IGI, and we are an innovative and major healthcare IT company providing resources to pharmaceutical, biotechnology, and hospitals companies as well.  We are engaged with clients who are currently looking for medical writers, document specialists, project data managers, scientific writers, etc.   We provide professional services on fixed-priced projects as well as contractual opportunities.  We are currently looking for solid candidates to help us provide excellent service to these clients and to move forward in an expedient way.
 
Responsibilities:

Plan, organize and supervise This position is permanent and located in the northeastern US.  The client offers an excellent benefit package and relocation assistance. 

Project Data Manager—Northeastern US
· Data Management activities for studies allocated to local staff. Ensure global clinical data management best practices and knowledge thereof in a standardized, transparent, and efficient manner. Assume responsibility as a partner for the planning, resourcing, and execution of relevant internal and external data management activities. 

· Act as a study data manager in assigned studies, i.e. manage Study Data Management Teams and assume operational responsibility. 

· Ensure adequate application of global clinical data management best practice for all assigned studies. 

· Ensure the adequate support of clinicians in medical. 

· Contribute to the preparation of data monitoring plans (coordinate amongst Study Teams, Global Medical Surveillance, Drug Safety Monitoring Boards, Authorities and Ethics Committees) for all assigned studies . 

· Ensure the availability of protocol deviation documents for all assigned studies. 

· Support maintenance of project and therapeutic area standards (CRFs, eCRFs, data structure, listings, edit checks, derivations, code lists, instructions for handling) and consistency in co-operation data management counterparts. Negotiate and communicate above standards with counterparts in neighboring functions such as the Statistics function. 

· Ensure appropriate medical coding within studies and application of global and project standard coding rules and conventions for all assigned studies. 

· Ensure adequate documentation of all activities within the sub-function for all assigned studies.

Qualifications:
· Bachelor's Degree in a health science or Informatics, and 8+years experience, of which  2+ years were as a Study Data Manager; or equivalent. Alternatively, incumbent must have a Masters degree and 6+ years of experience. 

· Experience in either case includes an understanding of medical terminology, disease states, encoding systems (i.e. MedDRA, WHO-DD, microorganism classification, etc.) and of regulations and guidelines (i.e. ICH, GCP, European Clinical Trials Directive, Privacy rules [HIPPA]). 

· A solid understanding of database theory and experience in using data management methodologies and technologies (e.g., data computerization, storage and retrieval methods, electronic data capture) in the setup, conduct and closeout of clinical studies is required.. 

· Working knowledge of at least one industry-relevant relational database application/CDMS (e.g., ClinTrial, Oracle Clinical, etc.) and/or EDC application is required.. 

· Demonstrated use of at least one data review tool/programming language (e.g., SAS, PL/SQL, SQLPlus, iReview/jReview) for development and generation of data listings, ad hoc queries, data tabulations and status or system reports is desired. 

· Incumbent must understand information flows in clinical development. 

· Effective oral and written communication skills are essential. 

· Incumbent must possess excellent interpersonal relationship skills and be able to interact with individuals across all levels of Global Clinical Organization, Medical, Statistics, and the global community in order to successfully complete assignments. 

Incumbent must possess proven self-management skills and the ability to coordinate local resources.

_________________________________________________________________________
Senior Statistician—Northeastern US


Responsibilities:

· Serve as Lead Statistician for a project and serve as an advisor to Clinical Project Team on statistical, scientific, and regulatory issues. 

· Review clinical study protocols and medical research reports to ensure all support the project's global goals. 

· Work closely with Statistical Programmers on all project related tasks to ensure consistency in analysis data sets, statistical summary tables, listings, and figures throughout the project. 

· Work closely with the function Global Integrated Analysis on generation of integrated summaries and analysis for inclusion in Global Regulatory submissions. 

· Create and maintain Project Biostatistical Plan. 

· Oversee Study Statisticians in producing statistical methodology sections and statistical analysis plans according to global and regional standards, procedures and regulatory guidelines. 

· Respond to inquiries from health authorities, investigators, and/or internal partners and communicate with health authorities on challenging statistical issues arising in study design and analysis. 

· Ensure accurate and timely deliverables of statistical work outsourced to a CRO for the project.. 

· Serve as a Study Statistician for complex key clinical studies.

Qualifications:
Requirements:  
· MS or PhD in Statistics or Mathematics with a specialization in Statistics. 

· MS with a minimum of 4 years or PhD with a minimum of 3 years experiences as a statistician in several (comparable) projects in pharmaceuticals, biotechnology, CRO, or another relevant field of experience.

· Essential skills:

Overall, the candidate should have experience as a statistician in several (comparable) projects and demonstrated leadership skills along with good communication and writing skills; a mature, self-confident, and well-balanced personality; and a high standard of ethical and intellectual integrity, executing his/her responsibilities with knowledge, accuracy, persistence, resilience, and creativity, seeking to work both independently and collaboratively.  The capacity to work in a challenging global team environment, as well as autonomously is essential.

_______________________________________________________

Deputy Director, Publications Strategy & Scientific Communications 

Northeastern US
Responsibilities:
Develops publication strategy and supervises Medical writing for clinical and research

· topics related to existing and developmental products. 

· Ensures that scientific manuscripts, abstracts, posters, symposium presentations and proceedings are optimized regarding timing and their content in line with brand strategy on an international scale. 

· Provides clinical data about the brand's efficacy, safety and advanced product claims. 

· Develops documents for registration of new indications, reviews marketing and public relations materials. 

· Supports Post Registration Clinical Trial strategy in the global Med. & Scient. Aff. group. 

· Provides guidance for development and review of scientific manuscripts, abstracts, posters and symposia proceedings, and decides about in house writing or producing these items by medical communication agencies. 

· Chairs Global Scientific Publications Committee that  prioritizes objectives and communication strategies by interpreting scientific data relevant to hematology products and presenting these data in a timely fashion in appropriate publications, scientific meetings, international and local congresses, and continuing education programs. 

· Supports and motivates R&D department, including Clinical Development to increase the number of manuscripts and accelerate their publication, as well as the number of presentations and posters at medical congresses to maximize the exposure of (client) research. 

· Provides scientific background for "medical/marketing" messages jointly with cross-functional partners within Brand Team and Regions, and is involved in writing relevant parts of the Brand Plan. 

· Contributes to post registration trial strategies, and is part of the PRT team. 

· Supervises current study and publication data base, updates of product monograph, content of scientific messages on congress booth panels.  

· Ensures compliance with (client) SOPs on manuscript authorship and Legal/Medical/Regulatory sign-off process. 

· Updates global hematology websites regarding scientific content. 

· Develops and reviews documents for registration, provides clinical data about the brand's efficacy, safety and advanced product claims for scientific material, public relations, and marketing documents. Provides answers to countries concerning specific scientific questions about products and disease states. 

· Proposes key speakers and contributes to content of KOL presentations at satellite symposia, together with Scientific Affairs. 

· Provides monthly Literature Alerts to countries, regional, global and research colleagues. Reviews medical training programs for regions/countries. 

· Ensures that project costs and schedules are properly estimated and controlled, develops medical and publication planning budgets in agreement with the Dir.. Med. & Scient. Aff.  and tracks budgets. 

Qualifications:
· PhD, MD, or PharmD degree in a scientific/medical discipline, plus a minimum of 5 years experience in medical writing. 

· Knowledge about the area of hemophilia would be beneficial. 

· Excellent ability to interpret and present scientific and clinical trial data, and understand statistical analyses. 

· Must possess strong writing ability and outstanding interpersonal skills. 

· Must be able to work in a positive manner to motivate individuals, including key opinion leaders, over whom the incumbent has no power, in order to influence their current and future dealings with (client) Hematology. 

Must be able to direct, guide the Scientific Communications Manager, serve as a resource

· for the global and regional brand teams and deal effectively with people at all levels, both within (client) and in the academic health care sectors.  

· The incumbent must keep current on competitive environments in major markets, including NA, EU, Asia Pacific and Latin America. 

· He/she must also be able to work simultaneously on several different projects with a variety of objectives, and being able to determine the right priorities to ensure that deadlines are met and projects are successfully completed. 

· Must be a team player, and have sensitivity to diverse cultures.

Senior Medical Writer/Document Specialist 

Northeastern US

Responsibilities:

Responsible for the compiling, tracking, quality control, and timely completion of the document components for these complex medical writing projects and for training new Medical Writing Specialists. These projects include Medical Research Reports (MRRs - synonym :  Clinical Study Reports - CSRs), Clinical Trial protocols, protocol amendments, and key Regulatory Submission documents, such as CTDs and INDs.  Responsibilities also include training new Medical Specialists and exploring methods to increase job efficiency and develop quality improvement techniques, together with the Manager/Sr. Manager, Medical Process Management and Medical Writing and the Vive President of Clinical Pharmacology. 

Core Responsibilities:
Responsible for providing support to the Clinicap Pharmacology (CP) Study Managers by

· maintaining critical Clinical Pharmacology Clinical Trial Study Files and Documents as per Regulatory SOPs and also managing the study related databases such as MDD. 

· Uses project management skills to compile, track, review and ensure timely completion of high quality MRRs (CSRs) prepared in the department or external writers, clinical trial protocols , amendments to protocols and integrated study protocols according to SOPs. 

· Provides to the medical writer (located either locally or remotely) assigned to a writing project, all source documentation from the electronic archive needed to author the document (e.g. statistical table sets, reference documents, subject data listings, etc.) 

· Checks that study file components (eg, Investigator CV's, protocol and amendments, sample case report form) needed for the writing of medical research reports (MRRs) are checked in electronic archive (eg, Documentum) on a timely basis (i.e. based on agreed upon timelines for a writing project) and meet all global standards and regulatory requirements for format (eg, heading styles, language, accuracy). 

· Manages the preparation of documents needed for obtaining clinical trial insurance and the processing of these documents to Regulatory group. 

· Proofreads, reformats and edits document text, as required, to ensure that all documents for a writing project meet all requirements for formatting (e.g. styles, fonts, etc.) prior to final QC, compilation and publishing.  Reviews all documents and appendices to ensure consistency between and within documents.  

· Manages the review and approval of documents in the document management system using standard procedures; publishes documents prior to review and approval using electronic publishing tools. 

· Supports, with guidance, the preparation and management of key Regulatory documents such as CTDs and INDs.

Qualifications:
The incumbent is required to have a Bachelor's Degree with a minimum of  3-5 years experience in the area of word processing and electronic document management, or an Associate's Degree with at least 5-7 years experience, or a High School diploma with 7-9 years of experience in these areas.

Medical Writer/Document Specialist 

Northeastern US

Responsibilities:

Reporting to and working under the guidance of the Sr. Manager or Manager, Medical Process Mgmt & Medical Writing. Responsible for the compiling,  tracking, quality control and timely completion of the document components for these complex medical writing projects. These projects include Medical Research Reports (MRRs - synonym:  Clinical Study Reports - CSRs), Clinical Trial protocols, protocol amendments, and key regulatory submission documents, such as CTDs and INDs.

Core Responsibilities:
Responsible for providing support to the Clinicap Pharmacology (CP) Study Managers by

· maintaining critical Clinical Pharmacology Clinical Trial Study Files and Documents as per Regulatory SOPs and also managing the study related databases such as MDD. 

· Uses project management skills to compile, track, review and ensure timely completion of high quality MRRs (CSRs) prepared in the department or external writers, clinical trial protocols , amendments to protocols and integrated study protocols according to SOPs. 

· Provides to the medical writer (located either locally or remotely) assigned to a writing project, all source documentation from the electronic archive needed to author the document (e.g. statistical table sets, reference documents, subject data listings, etc.).

· Checks that study file components (e.g., Investigator CVs, protocols and amendments, sample case report forms) needed for the writing of medical research reports (MRRs) are checked in electronic archive (e.g., Documentum) on a timely basis (i.e., based on agreed upon timelines for a writing project) and meet all global standards and regulatory requirements for format (e.g., heading styles, language, accuracy). 

· Manages the preparation of documents needed for obtaining clinical trial insurance and the processing of these documents to Regulatory group. 

· Proofreads, reformats and edits document text, as required, to ensure that all documents for a writing project meet all requirements for formatting (e.g., styles, fonts, etc.) prior to final QC, compilation and publishing.  Reviews all documents and appendices to ensure consistency between and within documents.        

· Manages the review and approval of documents in the document management system using standard procedures; publishes documents prior to review and approval using electronic publishing tools.  

· Supports, with guidance, the preparation and management of key Regulatory documents, such as CTDs and INDs. 

Qualifications:
· The incumbent is required to have a Bachelor's Degree with a minimum of 1-2 years experience in the area of word processing and electronic document management, or have an Associate's Degree with at least 3-4 years experience or High School diploma with 5-6 years of experience in these areas. 

· Experience should include working with complex documents, preferably pharmaceutical research and submission documents (e.g., research study protocols, research reports). 

· Experience in the use of document management systems (e.g., Documentum) is a plus. The incumbent should also be an advanced user of Microsoft Word with a thorough understanding on the use of styles, table captioning and crossreferencing. 

· This position also requires proficiency in the use of Lotus Notes, Microsoft Access (or equivalent database applications), Winzip and internet browser software. Familiarity with basic project management tools and concepts is also desirable along with basic knowledge of clinical operations and clinical research processes. 

· Must be able to work on a wide variety of medical writing projects and support multiple scientific writers with minimal supervision. 

· Must be highly organized and capable of setting up and maintaining the necessary procedures to ensure all projects are completed according to agreed timelines. 

· Strong communication and interpersonal skills are needed to interact with scientific writers and Medical Writing Managers. 

· A good knowledge of the Clinical Trial process and management of  clinical trial documents is necessary. 

Incumbent must be able to interact well with clinical study managers. 

_________________________________________________________________ 

Process Management and Medical Writing 

Northeastern US

Responsibilities:

· Steer and manage all key departmental operational processes, including departmental databases, IT support and archiving according to Regulatory guidelines.  This includes (but is not limited to): ensuring that information from Clinical Pharmacology is up to date on several databases (e.g. WH-serious adverse event, SAR, HR database etc); interacting with IT to ensure timely and adequate IT support for the department, arranging for license for special software, etc.; organizing archival of study documents according to SOPs.     

· Manage all cross-departmental and global operational interactions that are essential for achievement of Clinical Pharmacology departmental goals.  This includes: interacting with many departments e.g. global regulatory submissions, global biometry, etc.; being a department liaison with administrative departments (e.g., HR for HR direct, SAP for ordering/payment, accounting/purchasing, etc.) 

· Steer the implementation, within the department, of global SOPs (including Clinical Pharmacology SOPs) and Regulatory guidelines related to processes and medical writing.  This includes interpreting and implementing, within the department, key global SOPs related to processes and medical writing, steering the implementation in the department of key regulatory guidelines, reviewing and commenting on new global clinical pharmacology SOP's.  

· Steer the Medical Writing group within the department.  This includes supervising and managing medical writing coordinators, planning and tracking internal resources and contract external resources in order to meet the timelines for key documents.  

· Steer and manage the preparation of clinical pharmacology sections of major Regulatory submission documents.  This includes supervising the technical preparation of clinical pharmacology sections of majr regulatory submission documents such as CTDs, NDAs, INDs and IMPDs; attending CTD, NDA, IND, IMPD tracking meetings as a representative from the department; working with other therapeutic areas on shared regulatory submissions. 

· Develop standards and guarantee the timely execution of the preparation, review and approval of Medical Research Reports (MRRs) for all studies performed by specified CRO. 

· Guarantee timely development of clinical study protocols and protocol amendments  and provide other necessary support for implementation of CP studies. 

· Functionally, interact directly with the Global Head of Clinical Pharmacology Process & Resource Management (for process issues) and the Global Head of Clinical Pharmacology Operations (for medical writing issues) to ensure smooth and coordinated Global Clinical Pharmacology processes and medical writing. 

Additional Responsibilities:
· Coordinate and monitor internal budget spending for supplies, meetings and general contracts.  Assist cost center head with departmental budget forecasting, reconcile charges against purchases assuring that billing and payments are coded and charged accurately.  Routinely meet with members of RP&D Controlling to monitor expenses and update expenditures.  Minimize spending while providing the necessary materials for departmental operation. Process payments/grants via SAP and maintain appropriate documentation.   

· Interact directly with counterparts (Heads) in Process Management and Medical Writing in Wuppertal and Berlin.

Qualifications:

· The incumbent for VS1.1 must have a combined education plus relevant experience of at least 12 years beyond High School diploma (e.g., Bachelor's degree with 8 years experience; Associate's degree with 10 years experience; High School diploma with 12 years experience).  Relevant experience implies experience in advanced medical document generation and process management with at least 6 years experience being in the pharmaceutical industry or equivalent.  A minimum of 4 years experience in a direct supervisory role such as Department Administrator or Team Leader. 

· The incumbent for VS1.3 should have a Bachelor's degree (or equivalent experience) with a minimum of 12 years of relevant experience.  Relevant experience includes at least 6 years experience in the pharmaceutical industry, of which 5 years experience is in medical process management and advanced medical document generation in the Healthcare industry.  The incumbent must have a minimum of 5 years experience in a direct supervisory role, such as Department Administrator or Team Leader. 

· First-hand experience and demonstrated proficiency in preparing and processing Clinical and Regulatory documents, such as NDAs, CTDs, INDs, IMPDs, protocols for special protocol assessment, major medical and Briefing Documents and Investigator Brochures. Excellent knowledge of medical terminology is essential. 

· Demonstrated advanced proficiency in the use of MS Word to use and train others on technical document formatting with tables, referencing, crossreferencing, captioning, numbering, etc., and an advanced proficiency with several other applications (for example, PowerPoint, Excel, Documentum, Adobe Acrobat, EndNotes, IMPACT, and (SID/Pharmline databases) - all critical for electronic documentation and submission of key clinical and Regulatory documents.  

· Possess excellent oral and written communication skills to establish and maintain close contacts and good communication with customers.  The incumbent must possess Leadership skills and must display professionalism to effectively deal with sensitive issues, provide positive interaction and commitments to internal and external departments and partners, and provide guidance and counseling to direct reports as necessary.  The incumbent must maintain a high degree of dependability, poise, confidentiality and accuracy.  

· Excellent organizational and problem-solving skills to work independently, identify problems and aid in their resolution. 

· Understand federal regulations and international standards as they pertain to planning, executing and reporting clinical trials. 

Able to multitask and work on a wide variety of complex documents and projects, while remaining flexible and able to change priorities with little notice.

Scientific Writer 

Northeastern US

Responsibilities:

The Scientific Writer is the medical writing expert responsible for the research, writing and editing of regulatory documents. The incumbent will provide full lifecycle support from clinical study protocols through regulatory dossier preparation and submission. Responsibilities will include assuring quality and timely preparation of clinical documents across all therapeutic areas, including clinical study reports, clinical study protocols, investigator's brochures, and clinical summaries and overviews. 

Qualifications:

· Bachelor's degree or equivalent, at least 6 years experience in scientific discipline, and minimum of 4 years in Medical Writing, or Master's degree, PhD, or equivalent with a minimum of 2 years industry experience. 

· Demonstrated working knowledge of scientific principles 

· Excellent English written and oral communication skills

· Familiarity with all phases of medical research and ability to learn new medical concepts quickly. Familiarity with statistics and experimental design

· Ability to summarize complex data and identify relationships

Senior Scientific Writer 

Northeastern US

Responsibilities:

The Senior Scientific Writer is the medical writing expert responsible for the research, writing, and editing of regulatory documents. The incumbent will provide full lifecycle support from clinical study protocols through regulatory dossier preparation and submission. Responsibilities will include participating in the development of the strategy of the submission and the label and the carrying through of those key messages into other regulatory documents, assuring quality and timely preparation of clinical documents across all therapeutic areas, including clinical study reports, clinical study protocols, investigator's brochures, and clinical summaries and overviews.


Qualifications:
Bachelor's degree or equivalent, with a minimum of 6 years in Medical Writing, or Master's degree, PhD, or equivalent with a minimum of 5 years industry experience and 3 years of medical writing experience. Demonstrated working knowledge of scientific principles.. Excellent written and oral communication skills in English. Familiarity with all phases of medical research and ability to learn new medical concepts quickly. Familiarity with statistics and experimental design. Ability to summarize complex data and identify relationships.
Medical Writing Specialist 

Northeastern US

Responsibilities:

The Medical Writing Specialist is responsible for the tracking, quality control and timely completion of the document components for complex medical writing projects, including Clinical Study Reports (CSRs), protocols, and other regulatory documents. Some responsibilities include:

Working together with key interface partners (e.g., Study Management, Statistics and Programming) to facilitate the completion of clinical study reports and their appendices.

· Using project management skills to track, review and ensure timely completion of high quality regulatory documents 

· Checking that study file components (e.g., Investigator CVs, protocol and amendments, sample case report form) needed for CSRs are checked into the electronic archive on a timely basis and meet all global standards and regulatory requirements. 

· Acting as a resource on all format and style related issues to ensure consistency within submission related documents prepared by Medical Writing or external partners.  Maintaining departmental and project-specific style guides to reflect new agreements and changes due to SOPs and regulatory guidelines. 

· Assisting scientific medical writers in the review of protocols and case report forms to ensure that methods are clearly presented, data categories are clear, and terminology is consistent. 

· Performing real-time edits to clinical documents during comment review and resolution meetings. 

· Proofreading, reformatting and editing document text, as required, to ensure that all documents for a writing project meet all formatting and publishing requirements prior to final QC, compilation and electronic publishing. 

· Managing the review and approval of documents in the document management system using standard procedures. 

Qualifications:
Bachelor’s or Associates degree with strong electronic documentation and word processing skills. Excellence in written and oral communication skills in English. Excellent interpersonal skills. Familiarity with clinical research, statistics, and regulatory submission requirements preferred.

Jobs that Crossed My Desk from March  9-14, 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. 

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


If you are interested in this position, please contact Natasha Daty 
at ndaty@qltinc. com.

 QLT Plug Delivery, Inc. is a company developing innovative therapies 
in the field of ophthalmology. QLT Plug Delivery, Inc. is located in 
Menlo Park, CA and is a subsidiary of QLT Inc. For more information, 
visit our web site at www.qltinc.com.

QLT Plug Delivery, Inc. is currently looking for a Research 
Associate/Analytical Technician with a background in chemistry . 
This position will fill an important role in the continual 
development of our proprietary technology. 
 

Job Requirements:
Research Associate/ Analytical Technician
 
Specific Duties

Key support role in the analytical team for testing of R&D samples. This includes sample preparation, set-up and clean-up of appropriate facilities and equipment.
Prepare all necessary materials for HPLC analysis, including samples and mobile phases
Daily sampling/monitoring of ongoing experiments.
Perform minor maintenance/troubleshooting on chromatography and processing equipment

Purchase and manage inventory of necessary laboratory supplies
Organize and maintain laboratory areas
Maintain laboratory notebook
 
Requirements:

Experienced in handling and manipulating microparts
Experienced with microscope work, microbalance
Experienced with wet chemistry techniques such as extractions, dilutions, preparation of solutions
Working knowledge of HPLC equipment and GLP practices
Good attention to detail
Excellent communication skills
Proficient in general computer skills - Excel, Word, Powerpoint
Willingness to learn new skills
Pharmaceutical experience preferred
 
 
Salaries are commensurate with experience and education. QLT Plug Delivery is an equal opportunity employer. 

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

To apply please forward a Word version of your resume to elizabeth.files@parexel.com.
PAREXEL MedCom is a leading global medical communications agency, employing creative scientific writers in a dynamic environment that fosters professional growth and achievement.  For over 25 years PAREXEL has supported the Bio-Tech and Pharmaceutical industries in helping the development of new drugs and treatments on a global basis.  As a leading global biopharmaceutical service provider, we supply knowledge-based contract research, medical communications and consulting services across a broad range of therapeutic areas to the worldwide pharmaceutical, biotechnology and medical device industries. We have helped over 800 clients to develop and launch some of the most important drugs and devices of our time-helping people live better and healthier lives everywhere in the world.  Headquartered near Boston, Massachusetts, PAREXEL operates in more than 50 countries around the world. For more information about PAREXEL International visit www.PAREXEL.com. 
 
PAREXEL currently has an opening for a Lead Scientific Specialist/Scientific Specialist in the Stamford, CT/Hackensack, NJ offices.
 
Responsibilities:
·         Develop high-quality scientific content by means of all necessary research, scientific writing, editing, and fact checking, to meet deadlines and work within project scope and objectives. 
·         Writing and editing manuscripts, posters, abstracts, slide kits, product monographs, newsletters and congress/exhibit materials, requiring interpretation of data to the highest degree of scientific accuracy
·         Applies to all formats of MedCom's communication outputs 
·         Acquire and maintain in-depth understanding of relevant therapy areas, client products, and objectives
·         Take ownership of assigned projects or programs and resolve complex technical issues, with minimal management direction, to ensure excellent project delivery 
·         Liaise effectively with client and external authors/opinion leaders during the lifecycle of assigned projects or programs
·         Comprehensive understanding of the organization's service offerings and processes 
 
Education:
·         Bachelors degree or higher in life sciences, pharmacy, or medicine (BSc, BA, PharmD, PhD, MD) 
 
Work Experience:
·         Prior experience in a similar role, preferably within a medical communications agency environment

Skills:
·         Intermediate computer and Internet skills, including knowledge of MS applications, such as Microsoft Excel, Word, and PowerPoint 
·         Strong oral and written communication skills 
·         Strong problem-solving skills 
 
Technical expertise:
·         Ability to acquire and apply specialized therapy area knowledge 
·         Ability to interpret and organize scientific data 
·         Ability to understand and implement marketing messages 
·         Scientific writing competency 
·         Proof reading and copyediting skills 
·         Ability to quality control own output 
·         Effective project management skills
·         Effective interpersonal skills and ability to work effectively in a team environment
·         Strong client focus
·         Ability to interact professionally within a client organization
·         Ability to prioritize work and define steps needed to achieve specified project outcomes
·         Ability to successfully manage assignments on time with high quality 
·         Effective presentation skills
·         Ability and willingness to participate in the training and mentoring of other team members 
·         Willingness to undertake continuous professional learning and development 
·         Willingness to work in a matrix environment and to value the importance of teamwork 
 
We have a casual, friendly, atmosphere promoting individual development and career growth. In addition, we offer a competitive salary, an excellent benefits package including tuition reimbursement, 401(k) and health insurance plans.. 

PAREXEL is an Equal Opportunity Employer that develops strength through diversity.  
 *************************************************************************
. If you or someone you know is interested and qualified you can contact Lee Gellins at;

Lee Gellins
FPC Hilton Head
843-842-7221
Lee@FPCHH.com

SR. R&D ENGINEER

This position provides expert design and technical leadership in the design
and development of company products. Supports, manufacturing transfer,
market release, and post-launch product support. 

This person MUST have experience in the medical device industry. 
Experience designing and developing handheld disposable devices is highly
desired. 
This position will report to an R&D Manager or Sr. R&D Manager. 

Responsibilities:
Accountable to Design and Develop complex devices and lead project
teams in this effort. 
Has in-depth understanding of company technology.
Evaluate customer needs in order to conceptualize innovative
designs.
Work closely with directors, product managers, project managers
and project engineers from R&D and other supporting departments, in order to
drive projects to completion on schedule.
Ensure that product development activities are performed to
governing standards and regulatory requirements and company procedures and
policies.
Resolve problems using solutions that involve new techniques,
technologies, or concepts.
Work closely with surgeons and marketing group to analyze and
define customer needs.
Conduct design verification and validation activities. 
Work closely with Process and Manufacturing Engineering groups to
support transfer to production, and sustaining engineering. 
Confer with management, production, and marketing staff to
determine engineering feasibility, cost effectiveness, and customer demand
for new products and changes to existing products.
Provide direction to subordinates for interpretation and
application of company policies and procedures as related to their
engineering activities.
Maintain a working knowledge of new technologies that may improve
product performance, reduce cost of goods, or improve manufacturing
operations and develops recommendations accordingly.
Support implementation of designs and processes to improve device
cost, performance and/or reliability. 
Produce quality documentation associated with new product
development. 
Coordinate and cooperate with suppliers, contractors and personnel
on all levels. 
Manage the working partnerships with multiple outside resources
contracted for the concept/product development, prototype/pilot fabrication,
and testing of devices. 
Direct supervision of one or more R&D Technicians. 
Accountable for cross functional team activity.

Qualifications: 
BS in Mechanical Engineering, Biomedical or similar discipline
with medical device experience. MS or PhD a plus. 
Minimum of 5-8 years of experience in a relevant field 
Knowledge of Word, Excel, Project and SolidWorks required. 
Familiarity with ISO, MDD Quality Systems and FDA Quality System
regulations a plus. 
Experience in medical instrumentation systems, laproscopic
devices, surgical tools and electrosurgical elements desired. 
Experience in project management, verification, and validation
activities.
Development, design, and support of new and/or improved medical
devices. 
Ability to alter approach to work collaboratively with a range of
people and personalities. 
Ability to gain the respect of peers though a cooperative team
effort. 
Confident in the role and key functions of the position. 
Demonstrated ability to work proactively in a team environment
with multiple disciplines.

Additional Information:

Candidate must:
Be mechanically inclined
Be able to conduct high level mechanical design (CAD, SolidWorks)
Be ambitious and enjoy conducting development projects
Be able to design, develop and release new product in a very fast
pace.
Be energetic and driven
___________________________________________________________
Senior R&D Manager

This position manages the design and development of products from inception
through development, production, market release, and post-launch product
support. Supervises one or more Engineers and R&D technicians.

This person MUST have experience designing and developing handheld devices
in the medical device industry.

Responsibilities:
Provide leadership for the design, development and market introduction of
new medical devices.
Evaluate customer needs and new technologies in order to conceptualize
innovative designs.
Work closely with product managers, other directors, managers, project
managers and project engineers from R&D and other supporting departments, in
order to drive projects to completion within identified schedule and budget
constraints.
Conduct design verification and validation activities..
Resolves problems using solutions that involve new techniques,
technologies, or concepts.
Work closely with surgeons and marketing group to analyze and define
customer needs.
Confers with management, production, and marketing staff to determine
engineering feasibility, cost effectiveness, and customer needs for new and
existing products.
Ensure that product development activities are performed to governing
standards and regulatory requirements.
Adherence to, and implementation of company procedures and policies.
Provides directions to subordinates for interpretation and application of
company policies and procedures as related to their engineering activities.
Maintains a working knowledge of new technologies that may improve product
performance, reduce cost of goods, or improve manufacturing operations and
develops recommendations accordingly.
Maintains a working knowledge of safety policies and regulations to ensure
duties of self and subordinates are performed in a safe manner.
Supports implementation of designs and processes to improve device cost,
performance and/or reliability.
Produce quality documentation associated with new product development.
Coordinate and cooperate with suppliers, contractors and personnel on all
levels.
Manage the working partnerships with multiple outside resources contracted
for the concept/product development, prototype/pilot fabrication, and
testing of devices.


Supervisory Responsibilities:
Direct supervision of one or more R&D Engineers and R&D Technicians.
Accountable for cross functional team activity.
Provides project information and updates to Supervisor and Senior
Management.

Qualifications:
BS in Mechanical Engineering, Biomedical Engineering, or similar discipline
Minimum of10 years experience in the development of Medical Devices.
Minimum of 4 years management experience.
Knowledge of PC's - MS-Word, Excel, Project, SolidWorks are also required. 
Familiarity with ISO9001 Quality Systems and FDA Quality System Regulations
would be a plus.
Development experience is preferred in, laproscopic devices, surgical tools
or electrosurgical devices.
Experience in project management, verification, and validation activities.
Development, design and support of new and/or improved medical devices.
Ability to alter approach to work collaboratively with a range of people
and personalities.
Ability to gain the respect of peers though a cooperative team effort.
Confident in the role and key functions of the position.
Demonstrated ability to work proactively in a team environment with
multiple disciplines.

Additional Information:

Candidate must:
Have demonstrated experience developing engineers.
Have demonstrated experience managing up and down.
Enjoy being hands on but know when to let others solve the problem.
Design, develop and release new product individually and as a Manager.
Promote inclusiveness and solicit ideas from the group.
Have a sense of humor/fun
Be mechanically inclined
Be confident, with a strong personal presence.
Be creative and enjoy problem solving.
Self aware-understands own strengths and weaknesses.
Be interested in learning new things.


1.This is a working manager role. The focus of this role is getting
effective successful new products to market. Candidate must be able to show
a history of defining products, developing them, and the products having
commercial success.

2.This person will be joining/leading a team of high level individuals who
own individual projects but leverage each other's input and strengths.
Demonstration of creating and fostering teamwork are necessary to win this
role.

3.This is a broad role. The right candidate must be a competent manager with
a solid technical foundation. The right candidate will be able to
demonstrate learning and adaptation throughout their career. The right
candidate will be able to demonstrate of the passing on of this knowledge to
leave strong leaders behind as they progressed.

***********************************************************************************
 If you have any questions or would like to talk to us for immediate consideration, please contact
 Joy@LegacyMedSearch.com or 407-898-4440ext. 104


2 Great New Senior Manager R&D Engineer Surgical Device Positions
TX and CA
_______________________________________________________
104 Senior Manager R&D Engineer, Surgical Devices

The Senior Research & Development Manager will manage the development of
medical devices for minimally invasive surgical procedures, working closely
with surgeons and marketing group to analyze and define customer needs.
Using your prior managerial product development and technical background in
Class II - III medical devices and knowledge of instrumentation used in MIS
Minimally Invasive Surgery, you will direct mechanical design, and medical
materials technology to develop complex designs and manufacturing process
for novel surgical products.

Prior experience with medical instrumentation, laparoscopic devices,
surgical tools and electrosurgical elements is highly preferred.

Position Responsibilities:
- Manage the working partnerships with multiple outside resources contracted
for the concept/product development, prototype/pilot fabrication, and
testing of devices.

- Provide leadership and direction in the development of complex designs
for minimally invasive surgical devices, following PDP

- Develop and manage R&D design processes for minimally invasive surgical
devices, directing others to create DMR's, write manufacturing instructions,
create drawings and maintain DHF.

- Follow QSR to develop and perform testing, test methods and apparatus for
evaluating the safety and reliability of products using ISO 9001 standards

- Work with Product Management and other R & D engineers to understand
clinical needs for new products.

Qualifications:

* Bachelors degree in Engineering discipline (Masters preferred)
* ISO training desired
* 10 years of medical device design or product development
experience
* Experience in design of minimally invasive surgical instruments
using Solidworks or other 3D CAD software
* Experience with metal fabrication processes, mechanical design,
and knowledge of medical materials technology and characteristics.
* Experience developing solutions to complex design issues in
accordance with QSR principles.

. If you or someone you know is interested and qualified please contact John directly


John Colantoni
JWC Associates
Phones: 732-792-2933 and 609-921-9090
E-mail: jwchh500@aol.com

Principle Engineer

A leading global medical technology company that makes and sells medical
devices, instrumented systems and reagents, is dedicated to improving
people's health throughout the world. The Company is focused on improving
drug therapy, enhancing the quality and speed of diagnosing infectious
diseases, and advancing research and discovery of new drugs and vaccines.
The Company's capabilities are instrumental in combating many of the world's
most pressing diseases. 
The Medical Surgical Systems Advanced Technology group develops new concepts
and technologies for needles, syringes and intravenous catheters for
medication delivery, refillable drug/device combination devices, surgical
blades and regional anesthesia needles, and critical care monitoring
devices. These technologies serve customers such as hospitals and clinics,
physicians' office practices, public health agencies, and healthcare workers
around the globe.
Description:
As a Principal Engineer, R&D, Advanced Technology you will be responsible
for leading the new technology development efforts for the next generation
hypodermic medication preparation and delivery devices. Working in a
cross-functional environment, you will provide leadership and advanced
engineering skills to identify, break down and solve complex problems, and
provide technical direction to others. Using these advanced technical
skills, you will conceive, plan and lead technical development activities
from concept through successful commercialization. You will develop an
overview of relevant technologies and products, and lead the evaluation and
assessment of competitive products, processes or new trends. You will
support R&D IP strategy and processes and participate in a work environment
that prizes scientific inquiry and basic fundamental first principles. 
Requirements:
Bachelor's Degree (Master's or PhD preferred) in Mechanical or Biomedical
engineering with a minimum of 6 years experience in engineering preferably
in the medical device and/or pharmaceutical industry with successful track
record of delivering products to market or developing commercially viable
technology. The successful candidate will have an advanced understanding of
disciplined product development processes, regulatory and quality
requirements, high-volume manufacturing practices, and the use of CAE design
and simulation tools. 
2 positions
New Jersey and Utah, six figure salary, bonus and relocation
____________________________________________________________
R&D Manager

Education and Training/Technical Expertise/Mechanics/Mechanical
Design/Biology Finite Element Analysis/Statistics/Designing Experiments/Test
and Measurement 
Sensors/Data Acquisition/Data Analysis/Technology Assessment/Technical
Communication (writing and speaking)/CAE Tools (CAD, FEA, etc)/Technical
Domain Expertise/Injection Molding/Design for Injection Molding/Medical
Device Experience Regulatory Exposure/Design Control Experience/Product
Development Experience Concept through Launch/Cross-functional Team
Involvement / Leadership/Specific Tasks Performed/Technology / Concept
Development Experience/Concept Initiation to Development/Cross-functional
Team Involvement / Leadership/Specific Tasks Performed Business Acumen and
Expertise/Business Plan Development/Market Assessment Market
Research/Opportunity Identification/Strategy Formulation and Development
Intellectual Property and Assessment/Organizational Development / Developing
Others Supplier/Vendor Management/Cross-functional Experience/Cross-cultural
Experience Interpersonal Communication\/Influence/Core Values/Performance
under Pressure Dealing with Change/Seeking to Improve/Results
Oriented/Building Trust & Collaboration/Accepts Personal
Responsibility/Potential/Leadership/Ability to Take on New Roles/Personal
Learning / Learning on the Fly
Must have the following;
Leadership background in organizational development
School pedigree
Mechanical Engineering - undergrad to PhD
Experience in driving organizations
Additionally, product development experience in the medical device industry
is a plus! Candidates must have either a Masters or PhD in Mechanical
Engineering with strong leadership/management experience
Benefits - Full
Bonus Eligible - Yes
Relocation Assistance Available - Yes
Interview Travel Reimbursed - Yes
The Ideal Candidate 
5+ to 7 years of experience
Management Experience Required - Yes
Minimum Education - Master's Degree

Accountable for worldwide product development from concept to market launch
to meet worldwide Medical Surgical Systems business objectives. 
-Effectively select, develop, organize, and motivate, staff of highly
skilled engineers, scientists and product development teams. 
-Maintain an overview of state-of-the-art technology development.
Effectively leverage technical experts, provide direction. 
-Participate in the evaluation and assessment of competitive products,
processes or new trends that impact our business. 
-Ensure compliance with company quality policies, procedures, and practices.

-Ensure compliance with all local, state, federal, and safety regulations,
policies, and procedures. 
Organizational Management: 
- Ensure implementation of phase gate product development process. 
-Ensure quality and accuracy of integrated project plans encompassing all
cross-functional activities. Engage in detailed review of cross-functional
plans and be accountable for their success. 
-Perform periodic reviews of progress against plans. Ensure plans are
executed appropriately within department. Be accountable for timely delivery
of all product development deliverables as specified. 
-Budgeting: Develop multi-million dollar detailed budgets in accordance with
project and department plans, and business objectives. 
-Resourcing: Align dedicated and shared resources cross-functionally to
optimize and ensure success of new product development. 
-Ensure efficient and effective transition from research to development to
high volume manufacturing in locations throughout the world 
-Identify best-in-class industry product development partners and establish
business relationships. 
-Ensure appropriate processes are followed for effective and timely
engagement of other parts of the company in product development activities. 
-Innovation: Develop and apply innovative approaches to ensure best outcomes
in all aspects of the role. Create an environment in which innovation can
flourish through empowerment, encouragement, and support. 
Leadership: 
-Demonstrate strong and clear accountability for the group's performance and
delivery. 
-Conduct and encourage frequent formal and informal communication within the
group to ensure full engagement and efficient operation. 
-Influence others: Intuitively and quickly assess people and situations and
act accordingly. Demonstrate strong persuasion and timing skills. 
-Inclusive work environment: Promote and leverage diversity to achieve best
outcomes. Ensure all interested parties have opportunities to influence and
contribute to decisions and outcomes. 
-Demonstrate and promote leadership courage by doing what is right. Instill
confidence in associates and customers. 
-Dealing with ambiguity: Demonstrate agility and action orientation when
facing change and uncertainty. Effectively manage change and instill
confidence
- Strong leadership skills. 
- Advanced Problem-solving skills. 
- Strong Cross functional Project Leadership skills. 
- Strong technical and managerial judgment. 
- Strong skills in project planning and management. 
- Broad and deep understanding of disciplined product development processes,
regulatory, and quality requirements. 
- Strong fit with company values.
**********************************************************************************

Jobs that Crossed My Desk from March 1 - 8, 2009

ePharmaExpo.com uses the internet to conduct trade shows for the pharma and life science industries.  Besides having exhibitions, ePharmaExpo.com also has a unique click-by-state job bulletin (www.ePharmaExpo.com/job) that is easy and fun to use.  For jobs in California, simply go to the link and click on CA.  Alternatively, one can click on Advanced Search to put in more search criteria.  

The following is a list of job postings in the Bay Area:

Account Consultant – Regulatory

Associate Director, Business Development 

Senior Medical Director, Clinical Science  ($265,000 - $325,000 per year)

Director, Clinical Development

Director, Medical Writing

Senior Director, Biometrics

To apply, please follow the instructions associated with each job posting.

ePharmaExpo.com has received many requests from employers and recruiters to search our resume database.  We encourage our job-seeking visitors to post their resumes to make themselves visible to our inquiring employers.

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

Heather Reed 
Executive Recruiter, Quality Control 
Fortune Bio-Medical Group
505 W. Hollis Street
Nashua, NH 03062
p: 603/880-4900
e: heather@fpcnashua.com
QC Manager/Sr. Manager
( Cambridge , MA ) 
 
Company Information 
Biotherapeutic company that focuses on the discovery, development, manufacture, and commercialize novel biotherapeutics to treat cancer, neuromuscular, and metabolic disease.  The company maintains a unique culture, team and approach that can rapidly translate ideas and assets into drugs that will make a significant impact on patients lives. The Director that this position reports into has a great reputation in the industry as an excellent mentor and leader.

Job Description
Summary:  Quality Control professional (with experience in Bioassays, Potency Assays, ELISA, etc) to manage testing and reporting for biological products for a brand new laboratory. Position includes method qualification and validation, as well as planning and execution of release testing of drug substance and drug products for use in pre-clinical and clinical studies.

Required Skills 
Extensive familiarity with Bioassay and Potency Assays  
Minimum 10-15 years of relevant work experience in project management within the Biotechnology field and aGMP Quality Control laboratory. 
Extensive familiarity with current regulations (FDA, EU, ICH, etc.).
Strong and effective organizational, communication, presentation, and writing skills. 
Strong interpersonal skills; must be capable of effectively establishing professional rapport with internal personnel, various levels of management. 
Education: B.S. or M.S. in life sciences or other biologics-related discipline required 
Knowledge of USP Raw Materials is preferred.

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

Behzad Behrooz

bbehrooz@gmail.com

Here at Broncus Technologies we have an opening for "Sr. Quality Engineer".
Please send me your resume or contact me for more info, if interested. 

*********************************************************************************
Matthew Ryan
Recruiter
Pharmatech Professionals
100 East San Marcos Blvd.
Ste. 400
www.pharmatechpro.com <http://www.pharmatechpro.com/> 
P: 888-279-1900 Fax: 760-510-5901
From: Matt Ryan [mailto:mryan@pharmatechpro.com

I was referred to your organization by a member. I am a recruiter and am in
the midst of an URGENT search for a Senior Quality Assurance Engineer. 

The client I am working with is located in Mountain View. They are a
medical device manufacturer of combination drug/device products. Their
areas of treatment are respiratory and pulmonary disease. We placed the
Vice President of Quality a short time ago, and he is continuing their
exciting period of growth. Their product is newly developed technology and
this company is poised for tremendous success in the near future.

The Senior Quality Assurance Engineer is going to have his/her hands
involved with product from R&D thru Production. Not only will this person
be managing processes/programs, but they will be implementing and developing
them as well. A full knowledge and familiarity with FDA, ISO, MDD and other
regulations and certifications is a must. 

I cannot stress this enough: This is an IMMEDIATE need; our client is
interviewing as we speak. I would like to speak with anyone interested in
this role.

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

Davidmiller27@sbcglobal.net
I work for a small, exciting start-up that is actively hiring in beautiful Austin, TX. See www.apolloendo.com

Please contact me if you or anyone you know might qualified and interested in any of the positions below or you would like more information. No recruiters please.

Senior Design Engineer

Apollo Endosurgery, an exciting Austin-based medical device company, is seeking the right candidate for a Senior Design Engineer position. Join one of the fastest-growing companies in Austin, with features in Newsweek and Time magazine.

Primary function: With guidance from the design team, the Design engineer will research, design, and develop innovative endosurgical products and custom components. The position will be responsible for contributing to the development and management of R&D projects from
concept through design and manufacturing. Must be able to work with a team and as an individual contributor. Core skills in design, manufacturing, prototype evaluation, and validation of medical devices is required.

Specialized Knowledge and Skills:

* Bachelor's degree in Engineering, Mechanical preferred.
* 5+ years experience working in the medical device development and manufacturing industry is required.
* Excellent knowledge and understanding of medical regulations & their impact on business, ISO (International Organization for Standardization) & GMP (Good Manufacturing Practices).
* Experience with Design/Process/Use FMEAs.
* Excellent skills with 3-D modeling and drafting software (Solidworks preferred)
* Experience in design for manufacturability.
* Enjoys a work environment with a sense of urgency and personal ownership to meet company timelines and objectives.
* Experience with design verification and validation.
* Excellent oral communication skills.
* Excellent documentation skills (Specification, Test Plan, Test Report, etc.).
_______________________________________________________
Design Engineer

Apollo Endosurgery, an exciting Austin-based medical device company, is seeking the right candidate for a Design Engineer position. Join one of the fastest-growing companies in Austin, with features in Newsweek and Time magazine.

Primary function: This individual will be responsible for bringing a product from concept through design to production. The Senior Design Engineer will interface with cross-functional teams, clinical advisors and vendors for evaluation of new products as well as address design issues/ maintenance of existing ones. This position will take product/process concepts and prepare layouts, mechanical designs, tolerance analysis, and detailing of flexible instruments utilizing SolidWorks. Successful candidates must be creative and have the ability to multi-task and work effectively under deadlines and timeframes. Must be able to work with a team and as an individual contributor.

Specialized Knowledge and Skills:

* Bachelors degree in Engineering, Mechanical preferred.
* 5+ years experience working in the mechanical design, development, and manufacturing. Medical device industry experience  preferred.
* Excellent skills with 3-D modeling and drafting software (Solidworks preferred)
* Innovative problem solver with ability to work independently and in a team environment
* Some knowledge and understanding of medical regulations & their impact on business, ISO (International Organization for Standardization) & GMP (Good Manufacturing Practices).
* Excellent oral communication skills.
* Some Experience with Design/Process/Use FMEAs.
* Enjoys a work environment with a sense of urgency and personal ownership to meet company timelines and objectives.
* Excellent written and oral communication skills.
* Some documentation skills (Specification, Test Plan, Test Report, etc.).
______________________________________________________
Senior R&D Technician

Apollo Endosurgery, an exciting Austin-based medical device company, is seeking the right candidate for a Senior R&D Technician position. Join one of the fastest-growing companies in Austin, with features in Newsweek and Time magazine.

Primary function:

This individual will work closely with the engineering team to prototype and evaluate a product from concept through design to production. The Senior R&D Technician will
Successful candidates must be creative and have the ability to multi-task and work effectively under deadlines and timeframes. Must be able to work with a team and as an individual contributor.

Specialized Knowledge and Skills:

* 5+ years of prototype experience in the medical device industry.
* Deep skills in the materials, design, and manufacturing of flexible instruments or catheters.
* Experience developing and prototyping complex products from concept through commercial release.
* Some experience with design controls within a regulated industry.
* Some experience with a 3-D modeling and drafting software (Solidworks preferred).
* Modeling and detailing of therapeutic device designs utilizing the SolidWorks design software.
* Development of test methods for design verification and validation.
* Technical report writing as needed.
* Good written and oral communication in English.
* Innovative problem solver with ability to work independently and in a team environment.
* Enjoys a work environment with a sense of urgency and personal ownership to meet company timelines and objectives.

********************************************************************
Contact for questions and to send your resume:

Bryant Madore
Executive Recruiter

216 East Chatham Street, Suite 101
Cary, NC 27511
Phone (919) 465-7290
Fax: (919) 465-7281
Email: bryant@jtlservices.com
Logistics Manager  
Our client, a leading manufacturer of hi-tech metal devices, seeks a Logistics Manager for its west coast bay area office. 

SUMMARY 

Directs and coordinates activities of personnel engaged in the planning, coordination and expediting the flow of materials, parts, and assemblies between sections or departments by performing the following duties. 

- Works with other departments to provide the customer with a promise delivery date for each specific sales order line item. 
- With accuracy and timeliness enters the sales orders in the MRP (Manufacturing Resource Planning) system. 
- Works with the Sales and Marketing Department to enter and update sales forecasts in the MRP system. 
- Updates the due dates of sales orders and work orders. 
- Reviews production schedules and related information with the Manufacturing Department to determine overdue items. 
- Informs the customer and General Manager of items that will not meet the promised ship date. 
- Requisitions material and establishes sequential delivery dates to departments, according to job order priorities and material availability. 
- Works with other departments to ensure that the released work orders have the accurate and latest revision of product structures and manufacturing routings. 
- Arranges in-plant transfer of materials to meet production schedules. 
- Validates the amount of material required to complete work orders is accurate. 
- Uses the MRP system to compile Inventory Reports 
- Maintains the following measurables: On Time Delivery Performance, Customer Returns, Scrap Shipments, Project Revenue for current quarter based on actual sales orders 
- Moves or transports materials from one department to another. 
- Creates rework work orders. 
- Directs subordinate employees in the organization and maintenance of the stockroom 
- Approves inbound and outbound freight methods.
 ________________________________________________________________________
Quality Manager 

 

We have a client, a leading manufacturer of hi-tech metal devices, seeks a Quality Manager for its west coast office


Requirements: 

Minimum - BS with related quality management experience. Candidate to be knowledgeable in ISO 9001 or QS 9000 and FDA 13485 quality systems, statistics, Gauging and Product Inspection methods, FMEA, Process Control Plans, document control systems/philosophies and have the ability to run and manage Quality/Process improvement teams. Ability to develop plans and obtain agreed upon goals within the established timelines and budget. 

Job responsibilities: 

Manage shop floor inspectors, document control, and quality engineer to insure compliance with both internal and ISO procedures and uninterrupted product flow to our customers. This includes identifying process improvements opportunities, communicating with customers for quality concerns and specification issues, and providing quality costs as part of our quoting process. 

In addition to the responsibilities listed above the candidate should be comfortable working in a team environment, have good written and oral communication skills, be self motivated, and have good organization and project management skills. Responsible for generating the departmental budget and operating within plan guidelines. This position will report to the V.P./General Manager 

Desired: 

Working knowledge of Microsoft office experience, general metallurgy or materials science knowledge, application/customer experience, medical device or related experience preferred 

General: 

The company is IS0 9001 and FDA 13485 certified and the applicant would be required to become familiar with our systems and the procedures that support this certification. As part of our continuous improvement efforts part of each persons’ responsibilities is process improvement and problem solving for existing processes and operations. 

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

**Please email your resume to, jasmine.shu@onassignment.com and use "Process Engineer Manager" as the subject line. 

Process Engineer Manager –permanent position

- Manage preventative maintenance and repair on all PCBA manufacturing equipment 
- Manage repair parts inventory for all PCBA manufacturing equipment 
- Manage team of Process Engineers that support PCBA manufacturing equipment including: 
• Monitoring and improving PCBA process efficiencies 
• Monitoring and improving PCBA manufacturing quality 
- Provide technical leadership and training to production teams 

Requirements: 

- BS in engineering or equivalent experience 
- Prefer experience running Siemens pick and place equipment 
- Candidate must have a strong SMT and process background 
- Supervisory experience is preferred as this individual will be required to lead a team of 6-10 people 

On Assignment - Lab Support places chemists, biologists, biochemists, microbiologists, molecular biologists, research associates, and other skilled professionals on temporary assignments and in direct hire positions in the biotech, pharmaceutical, medical device, clinical research and other science industries. We’re not just filling jobs –we’re building careers!

 We offer competitive pay and excellent benefits including medical, dental, 401K, long and short-term disability, stock options, appreciation bonuses and more!

ONLY LOCAL CANDIDATES WILL BE CONSIDERED.

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

Please resumes sent to hr@alter-g.com. Subject line should be: requisition no. 090302erk. 
Sr. Document Control Specialist / Drafter 

 

AlterG, Inc. (www.alter-g.com) is growing medical device company based in Menlo Park, CA.  We design and engineer products used for rehabilitation, neuromuscular and geriatric conditioning, and high performance athletic training.  AlterG’s products revolve around our core patented technology which allows users to alter the effective bodyweight of the user, meaning the user can either weigh more or less than normal while they move and exercise.  This has important implications in the speed and effectiveness in recovering from an injury, treating a neuromuscular disease, or surpassing current limits on human performance.

 

Currently customers include: Palo Alto Medical Hospital, Cornell Hospital for Special Surgery, Los Gatos Medical Hospital, the US Olympic Committee, AC Milan, Chicago Bulls, Los Angeles Lakers.

 

Please visit our website: www.alter-g.com for more details.

 

Position:
We are looking for a Sr. Document Control Specialist / Drafter with 3-5yrs experience and a strong background and skill set in engineering and production document creation, document control systems and implementation, and a strong sense of pride in their work and attention to detail.  As our document controller, we are looking for you to work closely with the engineering and production personnel to play a pivotal role in creating new drawings, maintaining and updating existing drawings, and putting in place the framework to track document revisions and implement engineering change orders. 

 

AlterG is a very versatile and fast paced environment where teamwork and an enthusiasm to “get the job done” are valued highly.  You may be called upon to assist in other tasks from time to time, though your focus will be on putting in place and maintaining a streamlined and efficient document control system for the engineering team.

 

You will be responsible for:

-          Participation in choosing the type of document control system and/or software that’s needed. For example, PDM Works/Enterprise PDM.

-          Implementation of the software and training of the relevant personnel.

-          Working with the ISO implementation team to ensure compliance.

-          Working with cross functional teams to optimize and harmonize change control procedures for maximal effectiveness.

-          Creation of SOP’s to comply with ISO 13485 requirements.

-          Creating of new engineering documentation and checking for tolerance callouts and manufacturing instructions.

 

You may also be involved in helping the production team with vendor selection and working with vendors to understand or modify documentation as needed, and you will report to the Director of Engineering.

 

Engineering Requirements:

- 3-5 yrs experience in related fields

- Implemented a document and product data control system in the past.

- Understand fundamentals of standard practices in creation of engineering and production drawings including proper tolerance callouts and manufacturing instructions symbols and detail.

 

Engineering Pluses:

-          Electrical and PCB document creation 

 

General Requirements:

- detail oriented.

- organized and consistent. 

- an excellent written and oral communicator

- able to take the initiative and action oriented

- able to communicate with the manufacturer or vendor about technical issues.

- able to learn quickly

- comfortable working in a fast paced and dynamic small company.

- Proficient with MS Office especially Excel.

- 3-5 years experience working in a medical device company and GMP/ISO environment

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

To apply for this position, please send your resume to apply-JL001 "at" Relypsa.com and specify Job Code JL001 (Sr. CRA) in the subject line.
Senior Clinical Research Associate (Job Code JL001)                                     
Relypsa, Inc. is a biopharmaceutical company leading the discovery and development of new non-absorbed polymeric drugs for important applications in cardiovascular and renal disease.  The new company is a spin-out of Ilypsa, Inc., a wholly-owned subsidiary of Amgen Inc. (acquired by Amgen in July 2007 for $ 420 M). Relypsa commences operations with rights to a proprietary drug discovery platform and a pipeline of product candidates including a potassium binder drug candidate for the treatment of hyperkalemia, known as RLY5016, as well as a novel sodium binder, RLY102, for the potential treatment of congestive heart failure.  Relypsa is dedicated to discover additional product candidates through use of its proprietary polymer platform.

DEPARTMENT: Clinical

JOB CODE: JL001 

The Senior Clinical Research Associate will oversee work assignments and deliverables for Contract Research Organizations (CROs), independent Consultants and/or other resources. This person will be responsible for in-house management of studies including pre-study site evaluations, site initiations, interim monitoring and site close out activities. The Senior Clinical Research Associate is responsible for meeting overall clinical operational timelines from study start-up activities to completion of the clinical study report.

DUTIES/RESPONSIBILITES:
Essential activities and skills include but are not limited to:

Provide overall project management to study.  Work with CRO to manage the sites in Europe to ensure that patient enrollment goals are met. 

Monitor input for clinical program plans, protocols and timelines for assigned projects. 

Assures site compliance with protocol, regulatory requirements and quality of data. 

Manage all site-related study start up activities, including investigator recruitment and selection, collection of regulatory documents, IRB/EC submissions, negotiation of Clinical Trial Agreements and Investigator Grants, Investigator Meetings and/or Site Initiations. 

Coordinate and create necessary materials for clinical trial training for investigative site personnel and CRAs as necessary. 

Confirm study sites' adherence to pertinent regulations with regards to protection of subject's rights and safety through review of monitoring reports, QA-GCP audits and communications with CRO CRAs, CRO Project Managers and/or study site personnel. 

Oversee the collection of and validate all study and site-specific regulatory documentation necessary for initial drug shipment and filing of the IND and NDA. 

Assign, manage and track the completion, quality and timeliness of tasks and deliverables for CROs, evaluate CRO performance via co-monitoring visits, and document in co-monitoring visit reports. 

Plan, track and conduct follow-up on all site GCP and vendor audits as required. 

Coordinate and generate necessary materials for clinical trial initiation. 

Contribute to generation, refinement and maintenance of Clinical Affairs infrastructure, primarily SOPs and Work Instruction Guidelines. 

SKILLS/EXPERIENCE:

Fundamental working knowledge of ICH and FDA GCPs, and US IND and NDA regulations. 

Therapeutic experience and knowledge in cardiovascular and particularly in CHF trials are desired. 

Experience outside the US is highly desirable. Study experience in Eastern Europe is a plus 

Proficiency in MS Word, Excel and PowerPoint. 

Ability to multitask is required. 

Excellent organizational, written and oral communication skills. 

Highly self-motivated and able to work effectively with minimum supervision. 

Proficiency at building consensus when working within a team setting. 

Willing to travel within the US and abroad (~25%). 

QUALIFICATIONS:

Bachelor's degree is required with an emphasis in a scientific or health-related field. 

Minimum off 2 years experience as a Clinical Research Associate OR at least 5 years of clinical research experience in the biotech, pharmaceutical or contract research organization arenas, or any combination thereof. 

Relypsa offers a competitive benefit and compensation package including pre-IPO stock options.
EOE

 

To apply for this position, please send your resume to apply-JL002 "at" Relypsa.com and specify Job Code JL002 (CTA) in the subject line.
__________________________________________________________________
Clinical Trial Assistant (Job Code JL002)       
Relypsa, Inc. is a biopharmaceutical company leading the discovery and development of new non-absorbed polymeric drugs for important applications in cardiovascular and renal disease.  The new company is a spin-out of Ilypsa, Inc., a wholly-owned subsidiary of Amgen Inc. (acquired by Amgen in July 2007 for $ 420 M). Relypsa commences operations with rights to a proprietary drug discovery platform and a pipeline of product candidates including a potassium binder drug candidate for the treatment of hyperkalemia, known as RLY5016, as well as a novel sodium binder, RLY102, for the potential treatment of congestive heart failure.  Relypsa is dedicated to discover additional product candidates through use of its proprietary polymer platform.

DEPARTMENT: Clinical

JOB CODE: JL002

Under minimum supervision provide administrative and project specific support related to the conduct of all types of clinical trials with Clinical Development.  This includes assisting with project management activities, performing administrative and clerical duties required to run the clinical program.  This position reports to the Associate Director of Clinical Operations.

DUTIES/RESPONSIBILITES:

Project management; assists with the following activities: 

Contact investigator sites to provide study specific information. 

Facilitate flow and maintenance of correspondence with vendors and teams 

Attend clinical study team meetings. 

Study contract and budget management, invoice receipt processing and tracking. 

Assist in coordination and planning of study management process. 

Performs Clinical Assistant duties, as directed: 

Coordinate distribution of study team materials and meeting minutes. 

Set up and maintain clinical trial files. 

Track clinical studies in assigned software. 

Draft and prepare documents for mass mailings. 

Assists with preparation of presentation materials. 

Set up teleconference calls with sites and study team and record minutes. 

Assist and direct off-site and on-site Investigator Meetings with meeting planners. 

Help to develop standards for processing of clerical and study management tasks. 

Provide administrative support to clinical group as well as the management team. 

Serve as a resource for and interacts with other functional areas and departments to facilitate study timelines and/or tasks. 

Perform other tasks as assigned by manager. 

SKILLS/EXPERIENCE: 

Knowledge of medical terminology preferred. 

Knowledge of corporate software highly preferred. 

Proficiency in MS PowerPoint, Excel, Word, and Outlook. 

Demonstrate ability to work independently and exhibit initiative. 

Excellent verbal and written communication skills to interact in a team oriented environment required. 

QUALIFICATIONS:

Minimum requirement include a high school diploma.  A 2-year degree in the scientific or healthcare field is desired. 

2+ years of relevant work experience in the pharmaceutical industry. 

Relypsa offers a competitive benefit and compensation package including pre-IPO stock options.
EOE

************************************************************************
**Please email your resume to, Heather.Keller@onassignment.com and use "R & D Engineer" as the subject line.

R&D Engineer-Medical Device 

THE SITUATION 
We are looking for a special person to work with a talented team and take a key role in our Manufacturing group. This person will be responsible for tracking activities associated with getting our product ready to be manufactured and sustaining the product once released into manufacturing. As such, he/she will take ownership of, and significantly contribute to the success of the launch of our first product. This person will also play a significant role in the management of outsourced manufacturing resources. Travel of up to 30% is expected. 

THE IDEAL CANDIDATE 
The candidate selected to fill this position will have: 
• a BS in Engineering or Science, or Math from a top school with at least 2 years of experience performing biomedical laboratory research 
• experience with designing, setting-up and performing experiments 
• experience collecting data in laboratory notebooks and translating data to presentable formats 
• significant knowledge of statistical/data analysis tools 
• experience writing procedures and training technicians to perform experiments 
• exceptional interpersonal/written communication skills 
• experience with LabView and analytical tools such as MathCad 
• experience working with blood is a plus 
• the ability to thrive in a highly collaborative, fast-paced, team-based environment 
• a desire to have fun, be creative, and deliver extraordinary results 

We offer competitive pay and excellent benefits including medical, dental, 401K, long and short-term disability, stock options, appreciation bonuses and more!

ONLY LOCAL CANDIDATES WILL BE CONSIDERED.

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

Please email your resume to, jasmine.shu@onassignment.com and use "Sr. Quality Engineer" as the subject line. 
Sr. Quality Engineer 

Job Description: We are currently looking for a Senior Quality Engineer to support all quality initiatives with new product development and compliance activities. The candidate will take a lead role in formalizing functional and system level specifications along with utilizing effective quality tools and techniques to meet product compliance to CE marking and QSR requirements. This individual will be responsible to ensure all documentation, reports, tests and results meet the requirements of the 510k and the Technical file for CE filing. 


Responsibilities: 
• Develop new Quality Plans and strategies, Master Validation plans, Design and Verification plans, Quality compliance documentation of suppliers and contractors. 
• Ensure appropriate design controls are used during the product development process. 
• Effectively use Process Excellence Methodologies to solve quality issues. 
• Partner with Operations, Manufacturing partners, R&D Operations and other departments to ensure products are effectively transferred to contract Manufacturers. 
• Support and assist all compliance activities focused on achieving and maintaining compliance with ISO 13485, MDD 93/42/EEC, IVDD, CE Mark and FDA QSR compliance. 


Requirements: 
• Proactive, team player, enthusiastic, with high work ethics, preferably with start up experience 
• BS Degree in Engineering, ASQ CQE/CQA preferred 
• Excellent documentation writing and reviewing skill with 8-10 years experience in quality assurance / engineering field in medical device industry. 
• Knowledge of QSR, ISO13485, MDD, CE Marking requirements 
• PC experience with Microsoft Office applications (Outlook, Word, Excel, Visio, Microsoft Project, Power Point) 
• Excellent written and oral communication skills 
• High level of attention to details, capable of efficient use of time and project management skills essential 
• Co-ordination of engineering activities with remotely located collaborators and contractors is essential. 
• Regulatory knowledge is an added plus.   

We offer competitive pay and excellent benefits including medical, dental, 401K, long and short-term disability, stock options, appreciation bonuses and more! 

ONLY LOCAL CANDIDATES WILL BE CONSIDERED.

************************************************************************** 
Please email your resume to, jasmine.shu@onassignment.com and use "Process Engineer" as the subject line.Process Engineer 


Job Description: 
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.  

We offer competitive pay and excellent benefits including medical, dental, 401K, long and short-term disability, stock options, appreciation bonuses and more!

ONLY LOCAL CANDIDATES WILL BE CONSIDERED.

****************************************************************************
Please send resumes to hr@autonomictechnologies.com  

PRODUCT DEVELOPMENT ENGINEER

 

 

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 and Byers, ATI is working in collaboration with the Cleveland Clinic to develop this technology for headache patients.

 

POSITION DESCRIPTION: 

Responsible for project management and technical communication with vendors who are developing various software and electrical components of an implantable stimulator system.  Hands on familiarity with software and hardware development is highly desired as is a willingness to assist in other areas as needed including hardware/software prototype development, ordering parts, and writing and reviewing FDA level documentation.  Positive attitude, ability to communicate well, work independently, and finish projects to completion are all essential attributes.

POSITION REQUIREMENTS: 

..          Bachelors Degree in Biomedical, Electrical, or Software Engineering,

or related field plus 4 years working for medical device companies.  

..          Project management experience is desired as is familiarity with

writing FDA level documentation.

..          Ability to develop, test, and debug software and hardware prototypes

..          C language programming

..          Hands on electronics experience

..          Experience with high level programming language such as C# or

LabVIEW

 

We offer a terrific location next to the San Francisco Bay with a wonderful view of a plethora of wildlife. We offer a competitive benefits package.  We are confident, you will enjoy working with our team of intelligent and innovative professionals.

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

Ryan Kallenberger
Consultant, Clinical Affairs and Marketing
APT Medical Consulting
253-853-3707x101
www.aptmedical.com <http://www.aptmedical.com/>

It was a pleasure speaking with you this morning. If you can think of
anyone from your past work places that understands how to use imaging
equipment with reference to single and bi-Plane C Arms including the
different views when using fluoroscopy I have a great Medical device company
looking in the Santa Clara area. Thanks for your time and help.

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

Here is a job description outlining a Director of Marketing position I am
trying to fill for a Bay Area company. Interested candidates should forward
their resumes to jim@jimbrownassociates.com .
Jim Brown Associates
15 Southwind Circle
Richmond, CA 94804-7405
Phone: (510) 235-4472
FAX: (510) 235-4482
e-mail: jim@jimbrownassociates.com

Title: Director, Marketing

Job Profile 
Director of Marketing who will be responsible for defining brand and product
strategies, along with their development and implementation. The director
will also be accountable for commercial and pipeline marketing, interacting
with internal departments, field personnel, and external customers and
patients.

Responsibilities:

.. Define Brand and Product Strategies 
.. Interpret and Understand Market and Competition 
.. Gather, Identify, Prioritize Functional and Product Requirements 
.. Develop Product Roadmap, Collaboratively with Multiple Departments 
.. Prepare and Review Marketing Collateral 
.. Foster Relationships with KOL's, Clinicians, and Other Key Customers
and Stakeholders 
.. Create Demand and Sales Forecasts, Partnering with Sales and Finance

.. Provide Field Sales Education Materials and Training, Including
Product Positioning 
.. Develop and Evaluate Pricing and Health Economic Models 
.. Leverage and Respond to Managed Care Implications 
.. Manage and/or Collaborate with Ad Agencies and PR Firms 
.. Plan and Execute Events/Trade Shows 
.. Develop Promotional and Marketing Plans

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

Other Information of Potential Interest to Those in Transition

BayBio-BioSpace Business Career Fair, Thursday Late Afternoon and Early Evening, April 16, 2009

Event: BayBio – BioSpace Career Fair 
Location: South San Francisco Convention Center 
Date and Time: Thursday, April 16, 2009, 4:00 PM – 7:00 PM

Event Details

BayBio and BioSpace are teaming up to provide a career fair specifically for BUSINESS professionals in the biotech, pharma, and medical device industries.

Business professionals: Attend the BayBio – BioSpace Career Fair!
Unlike BioSpace’s typical career fairs which are geared towards scientific professionals, the BayBio-BioSpace Career Fair is intended for the BUSINESS side of the industry.

Job seekers can spend the afternoon with HR Representatives and hiring managers from top biotech, pharmaceutical and medical device companies in the Bay Area who are looking to hire talent in various business fields.

Who Should Attend?
Candidates with a 4-year degree and a minimum of 2 years of industry-related experience are invited to attend. To register, click the blue button below.

What types of positions are available?
Exhibiting life science companies will be recruiting for positions in areas such as: Business Development, Sales, Marketing, Project Management, Legal, Finance and Communications.

What companies will be there?
Scroll to the bottom of the page to see a list of exhibiting companies. Take the time to research what each company is recruiting for to see if you are a match. Most companies will be from the Bay Area, but some will travel from other areas to attract top talent! If you can’t make it on event day, you can still pre-register online to allow exhibiting companies to view your resume and contact you outside of the Career Fair.

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

Here’s a new website dedicated to life science recruiting with listings in various sectors of our industry. Go to BeakerBeat.com and see if this site is helpful. 

BeakerBeat, has a weekly video webcast of everything life sciences; and claims 11,000 open positions and 200 video-enabled company profiles on their Beaker.com site.
And another new 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

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

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. 

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

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.
3/24/2009
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