Jobs that Crossed my Desk Weeks of May 1-16, 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. 

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

Anita Mascoll 
Sterling Life Sciences
Vice President Client Services
1-647-724-5251(Home Office)Tues - Fri. 
1-416-488-6603(Home office)Tues - Fri. 

1-888-636-4802 ext 228
anita@sterlinglifesciences.com
www.sterlinglifesciences.com
fax.416-979-3030

Regulatory and clinical medical device opportunities

Please call Anita to discuss 647-724-5251 or please e-mail your resume anita@sterlinglifesciences.com  

Regulatory Affairs Project Manager

Main Objective: 
Generates and manages submission documents for new products or changes to existing FDA filings. Maintains understanding and compliance requirements of regulatory affairs affecting company operations and products.

Essential Duties and Responsibilities:
1. Writes, submits, and coordinates new product 510 (k) notifications, CE Mark Technical Files/Dossiers, Canadian Submissions, Investigational Device Exemptions (IDEs) and Premarket Approval Applications. 
2. Manages junior level associates/specialists by coordinating activities listed in number (1) above, and prioritizing projects and resources based on skill level of employees. Teaches junior level employees the aspects of Regulatory Affairs through on-the-job training, courses, seminars, etc.
3. Determines governmental regulations affecting the following processes and assures they are complete and accurate to insure company compliance.
• Maintains FDA registration and listing files - including interim and annual reports.
• May participate in Quality System Audits conducted by FDA and CE Notified Body.
• Assist Legal Department in compliance and litigation issues.
• Assist Quality Assurance Department in maintaining the Quality System compliance program.
• International regulatory compliance, submissions, and approval liaison.
• Advises appropriate personnel of regulatory developments that affect their operations, products, and the corporation.
• Corporate liaison between all regulatory city, county, state, and federal agencies concerning medical devices such as the FDA.
4. Participates in product safety alert/recall policy development and coordinates recalls.
5. Reviews and monitors clinical and animal studies. Submits interim and annual clinical data to FDA.
6. Reviews and approves Investigational Device shipping orders to assure that the institution and investigator are approved prior to shipment of the product.
7. Periodic additional FDA course training to keep abreast of regulatory developments.

Requirements

Education and Experience:
4-year degree in Science or Engineering. Training in technical aspects of regulatory affairs. 7+ years direct experience in Regulatory Affairs.

Knowledge and Skill Requirements/Specialized Courses and/or Training:
High degree of understanding of regulatory requirements - how they operate, how to obtain updated information and where to obtain interpretations of them. RAC Certification a plus

Machine, Tools, and/or Equipment Skills:
PC, Databases

__________________________________________________________________________________________________
Senior Regulatory Affairs Specialist

I.  PRIMARY FUNCTION:  

.  The Senior RAS will provide greater support to the group by taking on more projects of greater complexity under limited supervision. 
II. Duties and Responsibilities:
Maintain a professional stature and confidentiality.

Follow all departmental and company policies and standard operating procedures.

Prepare and submit, or support the submission, technical file and Design Dossiers for new and modified medical devices, tissue products and combination products through interface with worldwide regulatory agencies, notified body, physicians, consultants and internal team members. 

Participate in product development teams to insure US and other worldwide regulatory requirements are incorporated as part of the development process.

Interpret existing and or new regulatory requirements as they relate to company products and procedures.  Communicate regulatory requirements to appropriate personnel.

Communicate any FDA, International and Industry correspondence on submissions, technical files and Design Dossiers to appropriate teams and RA management.

Assist in post market activities.  Support, R&D, Marketing and Operational Teams in regulatory assessment of proposed product changes or product transfers.

Review product labeling and advertising materials for compliance to US and International regulations. 

Establish and maintain regulatory information systems and label systems both electronically and hard copy.

Review and approve change management documentation.

Prepare and update US and International product listings, registrations, certificates and licenses.

Participate on CAPA teams.

Maintain electronic and paper files and documentation to support RA activities.

RA and QA project and management support as directed.

Additional Responsibilities - Sr. RAS:

Act as company representative in developing and maintaining positive relationships with worldwide reviewers.

Address and advise RA Management and teams on appropriate pathways to market. 

Lead Investigation and other CAPA team assignments.

Senior Specialist Masters or other advanced degree in Life Sciences, Nursing, Medical Technology or related discipline.

EXPERIENCE AND OTHER REQUIREMENTS:
Experience: Senior Specialist
6 years or greater RA or Clinical experience in the Medical Device, Pharmaceutical or Life Science industries.  Must have direct experience in 510(k) submissions and extensive knowledge of FDA and/or international regulations.

Experience in sterile, implantable products preferred.

*********************************************************************************
Please send resume as an attachement to wd_darshana@hotmail.com.

Medical device company with secure IP, solid VC backing has an opening for a Patent Attorney with 10+ yrs experience with medical device patents.
*******************************************************************************

The position is for a Director of Quality in Anaheim, CA. 

For more details or to apply simply visit our website:

http://www.CyberCoders.com/qb.aspx?posId=AT-DirQuality-CA&ad=CSAnna.Thomas

Not a fit for this job? Search all of our open jobs:

http://www.CyberCoders.com/qa.aspx?ad=CSAnna.Thomas&sterm=Quality+Director 
If you are ready to join a winning team and take the next step in your career, apply today:

http://www.CyberCoders.com/qb.aspx?posId=AT-DirQuality-CA&ad=CSAnna.Thomas

The job details:

Director of Quality - In-Vitro Diagnostics, FDA
Location: Anaheim, CA
Salary Range: $100,000 - $150,000

Director of Quality

If you are a Directory of Quality with IVD experience, please read on!

This is an outstanding career opportunity for a Quality Director to join a leader in the IVD industry.

What you need:

- Quality Director experience
- In-Vitro Diagnostics experience
- FDA
- ASRs

What you will be doing:

- Management representative for business unit
- Serve as keymember of the PAC and provide guidance in product development process and portfolio management
- Leverage contract manufacturing of GPR and ASR to drive business and assure compliance within appropriate FDA guidelines
- Understand process of reverse integration of LDTs and assist in the conversion of ASRs into IVDs cleared products when financially feasible
- Develop and achieve the budgets for the Dx QA/QC, Compliance and Quality Systems

What's in it for you:

- Competitive pay
- Outstanding benefits: Medical, Dental, Vision, 401K, Vacation and much more!
- This is a great opportunity to join a leader in the industry
- Great work environment and company culture

So, if you are a great Directory of Quality with IVD experience, please apply today!

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


My name is Amit and I'm a recruiter at Artech.

Amit Pandey
(973) 993-9383 Ext.3495, 3496
amit_pandey@artechinfo.com

Artech has an urgent contract for one of our direct clients:

Job Title: Validation Analyst
Location: Alameda, CA 94502
Duration: 4+ months

Job Description:

Experienced in Validation of non-product software systems (from a regulatory perspective), specifically Client's validation methodology
senior level individual who has experience influencing other depts

Preference for individuals who have MatrixOne or other Product LifeCycle Mgmt solutions (e.g., Oracle's Agile PLM tool) experience.

Only Pharma/regulatory/medical device/diagnostics.

If you are qualified, available, interested, planning to make a change, or know of a friend who might have the required qualifications and interest, please call me ASAP at (973) 993-9383 Ext.3495, 3496 even if we have spoken recently about a different position. If you do respond via e-mail please include a daytime phone number so I can reach you. In considering candidates, time is of the essence, so please respond ASAP.

Artech is a global IT Consulting company with over 30 Fortune 500 customers. You may visit our website at www.artechinfo.com to learn more about us.
*************************************************************************************************************************

Contact/send resume to Dennis Wong,  dwong@tactxmed.com
Quality Engineer I, Tactx Medical, Inc, Campbell, 536

 

Department:             Quality Assurance Department

Reports To:              Director of Quality Assurance

FLSA Status:                       Exempt

 

SUMMARY:  The Quality Engineer (QEI) is responsible for assisting in establishing, implementing and maintaining systems and/or services to measure and improve product quality, cost, and customer service while ensuring full compliance to FDA QSR (21 CFR 820), and applicable ISO 13485 requirements. The QEI will also assist in issues related to Metrology, Inspection, Testing, and a vendor certification program.

 

ESSENTIAL DUTIES AND RESPONSIBILITIES:  Include the following. Other duties may be assigned.

Will assist the Material Review Board to ensure products are appropriately dispositioned within a timely manner, while ensuring appropriate corrective and preventative actions are initiated and regulatory requirements are met.

Will be responsible for failure appraisal and analysis (internal and external).

Responsible for establishing sampling plans.

Designs and develops forms and instructions for recording, evaluating, and reporting quality data.

Will assist in issues related to Metrology, Inspection, Testing, and Product stability.
As assigned, investigate and implement corrective and preventive actions (CAPAs) to meet business and compliance requirements.

Based on operational/quality requirements, provide test equipment selection and validation.

Work with suppliers of both raw materials and components, to improve product quality and/or resolve quality issues.

Perform Supplier Quality Audits as necessary.

Assist with the development and maintenance of the company-wide validation program.

Reports verbally and in writing to the Director of Quality regarding the progress and results of projects. Participates with the Director in the preparation of divisional, departmental, and project goals. Assists the Director in presentations of technical nature when requested.

QEI will be innovative, knowledgeable and intensely committed to ensure that every product and service we supply conforms to FDA and Quality System Regulations as well as EN46001/ISO13485/MDD Standards.

SUPERVISORY RESPONSIBILITIES:  

 
COMPETENCIES:  To perform this job successfully, and individual should demonstrate the following competencies:

Analytical – Collects and researches data; Uses intuition and experience to complement data.

Design – Generates creative solutions; Demonstrates attention to detail.

Problem Solving – Identifies and resolves problems in a timely manner; Gathers and analyzes information skillfully; Develops alternative solutions; Works well in group problem solving situations; Uses reason even when dealing with emotional topics.

Project Management – Communicates changes and progress.

Technical Skills - Assesses own strengths and weaknesses; Pursues training and development opportunities; Strives to continuously build knowledge and skills; Shares expertise with others.

Interpersonal Skills – Focuses on solving conflict, not blaming; Maintains confidentiality; Listens to others without interrupting; Keeps emotions under control; Remains open to other’s ideas and tries new things.

Oral and Written Communication – Listens and gets clarification. Writes clearly and informatively; Able to read and interpret written information.

Teamwork – Balances team and individual responsibilities; Exhibits objectivity and openness to others view’s; Contributes to building a positive team spirit; Puts success of team above own interests; Able to build morale and group commitments to goals and objectives; Supports everyone’s efforts to succeed.

Judgment – Displays willingness to make decisions; Exhibits sound and accurate judgment; Supports and explains reasoning for decision; Includes appropriate people in decision-making process; Makes timely decisions.

Motivation and Planning/Organizing - Measures self against standard of excellence.  Uses time efficiently.

Professionalism – Approaches others in a tactful manner; Reacts well under pressure; Treats others with respect and consideration regardless of their status or position; Accepts responsibility for own actions; Follows through on commitments.

Quality – Demonstrates accuracy and thoroughness; Looks for ways to improve and promote quality; Applies feedback to improve performance; Monitors own work to ensure quality.

Quantity – Meets productivity standards; Completes work in a timely manner; Strives to increase productivity; Works quickly.

Safety and Security – Observes all safety and security procedures; Determines appropriate action beyond guidelines; Reports potentially unsafe conditions; Uses equipment and materials properly.

Adaptability – Adapts to changes in the work environment; Manages competing demands; Changes approach or method to best fit the situation; Able to deal with frequent changes, delays, or unexpected events.

Attendance/Punctuality – Is consistently at work on time; Arrives at meetings and appointments on time.

Dependability – Follows instructions, responds to management direction; Takes responsibility for own actions; Keeps commitments; Commits to long hours of work when necessary to reach goals; Completes tasks on time or notifies appropriate person with an alternate plan.

Initiative – Volunteers readily; Undertakes self-development activities; Asks for and offers help when needed.

Innovation – Displays original thinking and creativity; Meets challenges with Resourcefulness; Generates suggestions for improving work.

Excellent computer skills including Microsoft office (Word, Excel, Powerpoint) and statistical software.

Highly motivated with a sense of urgency in resolving quality issues relating to customer requirements and demands.

Excellent time management skills.  Demonstrated ability to complete timeline commitments.

Possess strong verbal and written communication skills.

Excellent time management skills. Demonstrated ability to complete timeline commitments.

Able to adapt to changing priorities and manage multiple initiatives concurrently.
Ability to work with people at all organizational levels.

Demonstrated ability to lead problem solving teams.

Proven track record for quality improvement initiatives.

Ability to solve practical problems and deal with a variety of concrete variables in situations where only limited standardization exists. Ability to interpret a variety of instructions furnished in written, oral, diagram, or schedule form.

Ability to define problems collects data, established facts and draw valid conclusions. Ability to interpret an extensive variety of technical instructions in mathematical or diagram form and deal with several abstract and concrete variables.

 

QUALIFICATIONS:  To perform this job successfully, an individual must be able to perform each essential duty satisfactorily.  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 essential functions.

 

EDUCATION and/or EXPERIENCE:  High School Diploma is required, BS degree in engineering discipline preferred.  Minimum of three (3) years experience in a related regulated medical device environment preferred.

LANGUAGE SKILLS:  Ability to read and interpret documents such as safety rules, operating and maintenance instructions and procedure manuals; Ability to write routine reports and correspondence; Ability to speak effectively before groups of customers or employees of organization, educations and experience.

 

MATHEMATICAL SKILLS:  Ability to add, subtract, multiply, and divide in all units of measure, using whole numbers, common fractions, and decimals; Ability to compute rate, ratio, and percent and to draw and interpret bar graphs.

 

REASONING ABILITY:  Have the ability to apply common sense, understanding to carry out instructions furnished in written, oral or diagram form; Ability to deal with problems involving a few concrete variables in standardized situations.

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

Please send resumes to: hr@wave80.com
* Scientist and/or Associate Scientist Wave 80 Biosciences SF
533

 
Wave 80 Biosciences is a biotechnology startup located in San Francisco, CA, developing a microfluidic platform for clinical diagnostics. We are seeking Scientist and/or Associate Scientist to join our assay development group. 

Responsibilities will include: 
* Developing/validating microfluidic bioassays (immunoassays, nucleic acid assays) 
* Optimization of assay performance for diagnostics in resource-limited settings
* Troubleshoot assays and prototype cartridge/instrument development
* Industry experience with pre-clinical development, familiarity with GLP guidelines  
* Ability to work independently in a fast-paced, project-driven environment

Scientist / Sr. Scientist Qualifications:
* Ph.D. in biophysics, chemistry, or biochemistry
* 5+ years industrial experience in assay development , capacity to lead product development teams 
* Experience with development/validation of nucleic acid assays (branched DNA highly desirable) 

Associate Scientist Qualifications:
* M.S. in biophysics, chemistry, biochemistry
* 3-5 years industrial experience in assay development within multifunctional team
* Experience with the development of nucleic acid assays (branched DNA highly desirable) 

Wave 80 Biosciences offers an exciting and fast-paced scientific environment. We are seeking highly motivated and independent individuals to join our discovery effort. Candidates with industrial experience in instrumentation and assay development will be preferred..





Sr. Quality Tech Tactxmed
Campbell 534

. 

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

Contact/send resume to Dennis Wong,  dwong@tactxmed.com
Quality Engineer, Tactx Medical  Campbell 534
Engineering and production skills which utilizes process, material and equipment to meet and exceed targets of Quality.  Minimum of 3 years experience in mechanical einspection. A working knowledge in the following areas:

Meachanical drawing and geometric tolerances, English and metric units of measure

Hands-on experience using measuring tools such as calipers, micrometers, pin gages, optical comparators, tensile tester, tool maker’s microscope

Packing methods, burst and peel tests

Hands on experience inspecting medical devices

Organizational skills and attention to detail 

SPC and basic statistical tests, Mean, std. dev, distributions

Mil Std. 105 D and/or 150E sampling plans; C=0 AQL sampling plan

Computer skills

 

Responsible for direction, implementation and oversight of quality engineering functions

Organizing, maintaining and auditing quality documents

Engineering and writing product quality and process inspection criteria

Developing inspection plans and product documentation

Verifying Lot History records and production compliance with ISO and FDA requirements

Training operators, technicians, assemblers and engineers to ISO documentation requirements

Performing internal audits on all aspects of the quality system

Specification, purchase and maintenance of quality inspection equipment

Ability to develop and support production staff on quality issues or requirements

Resolve day-to-day quality issues

Oversee training and certification of work force

Assure traceability integrity

Maintain safe operating environment

 

Must be able to participate in continuous training in new processes and products as needed

 

AS or BS in an engineering discipline or equivalent experience

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

Robyn Quinn 
Recruiting Director
KEN CLARK INTERNATIONAL
Princeton, New Jersey USA
Tel:  +1 609-308-5220
Fax:  +1 609-308-5250
rquinn@kenclark.com
www.kenclark.com

Subject: Ken Clark International - Product Development

My name is Robyn Quinn and I am a Recruiting Director with Ken Clark International (KCI), the world’s premier global executive search firm specializing in the Life Sciences.

KCI has been exclusively retained by CPEX Pharmaceuticals, Inc. to identify a high potential Director of Product Development. The company has set their sights on becoming a leading specialty pharmaceutical company through the development of a diverse and renewable pipeline of therapeutic compounds that address a wide variety of unmet medical needs.

The company is seeking an innovative scientist with good leadership skills and a track record of success bringing product concepts forward through the development process. The Director will play a pivotal role in the success of the company’s collaborations, stimulate discussions regarding potential new product candidates and applications and own the success of product development at CPEX. As the leader of the company’s product development team the Director will be “hands on” with staff ensuring clarity of direction and purpose. This is a highly visible position within the company with an attractive succession plan.

The successful candidate for this position will have a PhD in Biochemistry or a related field and between 5 -10 years of experience in the pharmaceutical and/or biotech industry. Experience in development of therapeutic peptides and proteins as well as formulation of small molecule drugs is a key a requirement. 

If you know of an individual who may fit this profile I would appreciate hearing from you. Responses will be handled with the highest level of confidentiality and discretion.
Thanks in advance for your consideration. I look forward to hearing from you soon.
*********************************************************************************

Contact Tammy Harris at

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

Good luck!

(#1)Job Title: Sr. Electrical Engineer/Battery & Electromechanical 
Systems 

General Summary:
Responsible for the design, development and implementation of battery and electromechanical components and systems to support new medical products in the field of cardiac resuscitation

Essential Functions:
* Lead the design and development of new battery, power system electronics, and electromechanical systems and components (e.g., motor, motor controller, encoder) 
* Participate in the strategic planning of new product development, product improvements and enhancements
* Work closely with other electrical, software, mechanical, and manufacturing engineers, to define system requirements and architecture
* Represent electrical design in cross functional project teams
* Define and lead testing, verification and validation of battery and electromechanical systems and components
* Evolve early feasibility designs into commercial products 
* Work closely with vendors to transfer designs to production
* Participate in technical design reviews
* Provide required design control documentation and support the design control process throughout the product lifecycle.
* Provide engineering support to manufacturing and operations (design for manufacturability, failure analysis, fixture development,)

Skill Requirements:
* Strong background in battery and power systems, electromechanical design, and analog and digital electronics
* Experience in medical device development in a small company or start-up environment
* Knowledge of real-time embedded systems
* Ability to take a systems view of product development
* Self-directed with a demonstrated ability to plan and prioritize work across multiple projects
* Knowledge and application of international safety and operating standards for medical devices, e.g. EN 60601, UL2601 and the like
* Strong technical leadership, communication, and interpersonal management skills
* Ability to propose and support new ideas and be pro-active, creative
* High volume product experience

Education/Training/Experience Requirements:
* Minimum of 10 years electrical design experience
* Minimum BSEE, related degree or equivalent experience - MSEE and advanced degrees desirable

Language Ability:
Ability to read, analyze, and interpret the most complex documents. Ability to respond effectively to the most sensitive inquiries or complaints. Ability to write speeches and articles using original or innovative techniques or style. Ability to make effective and persuasive speeches and presentations on controversial or complex topics to top management.

Math Ability:
Ability to apply mathematical concepts such as calculus, linear systems and control theory, Fourier analysis, and probability and statistics to engineering problems in design and analysis. 

Reasoning Ability: 
Ability to define problems, collect data, establish facts, and draw valid conclusions. Ability to interpret an extensive variety of technical instructions in mathematical or diagram form and deal with several abstract and concrete variables.

Computer Skills: 
Working knowledge of desktop computer applications and tools, Matlab, LabView, schematic capture tools

Certificates and Licenses: 
No certifications needed

Work Environment:
The work environment characteristics described here are representative of those an employee encounters while performing the essential functions of this job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.

The noise level in the work environment is usually moderate.

Physical Demands:
The physical demands described here are representative of those that must be met by an employee to successfully perform the essential functions of this job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.

While performing the duties of this job, the employee is frequently required to travel. The employee is regularly required to sit and talk or hear. The employee is occasionally required to stand; walk; use hands to finger, handle, or feel and reach with hands and arms. Specific vision abilities required by this job include close vision, distance vision and ability to adjust focus. 

Preferred Experience:
* Battery operated instruments, power management circuits 
* Motor and electromechanical devices and controllers, 
* Medical product development, FDA, ISO Standards and patient safety exposure

(#2)Job Title: Electrical Engineer - Test Systems 
General Summary:
Responsible for the design, development , and implementation of test fixtures for power systems, batteries, electromechanical components and systems, and analog and digital electronics for new medical products in the field of cardiac resuscitation

Essential Functions:
* Work closely with other electrical, software, mechanical, and manufacturing engineers to define test system requirements and specifications
* Design and implement manual, semi-automated, and fully automated text fixtures to ensure excellence in product design, and high yield, reliability, and quality in production 
* Work closely with vendors to ensure incoming components meet requirements and standards
* Investigate and analyze component and system test failures, and define root cause
* Lead technical reviews for test systems, and participate in product design reviews
* Provide required design control documentation and support the design control process throughout the product lifecycle.
* Provide engineering support to manufacturing and operations

Skill Requirements:
* Strong background in test fixture design and implementation
* Experience in developing functional life tests of components and systems
* Experience with heat, vibration, EMI testing 
* Broad experience with LabView and the design of automated test rigs
* Knowledge and application of international safety and operating standards for medical devices, e.g. EN 60601, UL2601 and the like
* Experience with embedded systems and real time operating systems
* Attention to detail, desire to find hidden problems, strong focus on both quality and yield
* Strong communications and interpersonal skills, teamwork

Education/Training/Experience Requirements:
* Minimum BSEE or related degree or equivalent experience 
* Minimum of 2 years related experience in test fixture design, automated test hardware and software
* Language Ability:
Ability to read, analyze, and interpret complex documents. Ability to respond effectively to the sensitive inquiries or complaints. Ability to make effective presentations on controversial on complex topics to engineering colleagues and management

* Math Ability:
Ability to apply mathematical concepts such as calculus, probability, and statistics to such tasks as test design, frequency distribution, and determination of test reliability and validity.

* Reasoning Ability: 
Ability to define problems, collect data, establish facts, and draw valid conclusions. Ability to interpret an extensive variety of technical instructions in mathematical or diagram form and deal with several abstract and concrete variables.

* Computer Skills: 
Working knowledge of desktop computer applications and tools, Matlab, Labview, schematic capture tools

* Certificates and Licenses: 
No certifications needed

* Work Environment:
The work environment characteristics described here are representative of those an employee encounters while performing the essential functions of this job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.

* The noise level in the work environment is usually moderate.

* Physical Demands:
The physical demands described here are representative of those that must be met by an employee to successfully perform the essential functions of this job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions.

* While performing the duties of this job, the employee is frequently required to travel. The employee is regularly required to sit and talk or hear. The employee is occasionally required to stand; walk; use hands to finger, handle, or feel and reach with hands and arms. Specific vision abilities required by this job include close vision, distance vision and ability to adjust focus. 

Preferred Experience:
* Manual and automated test fixture design for development and manufacturing
* Experience in testing some or all of the following: batteries, power management circuits, battery operatied instruments, motor and electromechanical devices and controllers
* Medical product development, FDA, ISO standards, patient safety

*********************************************************************************
Contact Julie Bukar at Julie@JGBBioPharma.com www.JGBBioPharma.com
SAS Progammer (Consultant) – San Francisco Bay Area
• Up to 40 hrs/ week. Must work onsite at least some of the time (must be located in the San Francisco Bay area)
• Provide statistical programming expertise in SAS for the production of analyses, tabulations, graphics, and listings from clinical trial data. 
• Support biostatisticians and the clinical team in analysis and presentation of study information; understanding the reporting and data cleaning needs for clinical studies, and creating suitable and representative Tables, Listings and Figures;
***********************************************************************************************************************
Qualified candidates please reply to: 
Christina Lehrman 
clehrman@chozeninc.com 
tel:  925-242-1010 x 104 
Below is our current update on positions we are working on in medical device.  We have positions in the SF bay area as well as other locations across the country.  You are welcome to pass this along to anyone that may be interested.  If you have any questions, please feel free to get in touch anytime.  Also, you may review the detailed job descriptions posted on our site at www.chozeninc.com. 

Most Urgent Positions: 

* Complaint Handling Manager 
* Director of Quality Assurance 
* Director of Marketing (direct to consumer/patient experience)
* Director of Customer Service (patient monitoring device experience)
* VP of Research (Chief Scientific Officer) 

R&D, MANUFACTURING & OPERATIONS ROLES 

VP of Research (could be CSO depending on level and experience) (S. CA)

* PhD, MD required (physics, mathematics, engineering, biomedical
engineering)
* Patient monitoring device experience preferred
* Extensive technology patent history
* 10+ yrs medical device experience, with at least 3-5 yrs in a
management role
______________________________________________
Director of Customer Service (S. CA) 

* BA, BS degree
* Patient monitoring device experience preferred
* 7 - 10+ yrs in medical device customer service (field service,
complaint handling, warranty replacement, hospital network connectivity)
* Enterprise Customer Software expertise
* Expertise in building world class customer service departments

Engineering Manager Process Development (S. CA)

* BSME, Masters preferred
* 8+ yrs engineering experience in medical device, 3+ yrs management
capacity
* Knowledge of process development for medical device products 
* Project management and previous budget responsibility. 
* Lean Six Sigma experience and implementation skills. 
____________________________________________________
Manufacturing Engineering Manager (S. CA) 

* BS in Mechanical Engineering or related 
* Minimum of 6 years of experience in Medical Devices 
* 2-3 years management experience
* Experience in engineering project management and production
supervision 
______________________________________________________
Senior Manufacturing Engineer (S. CA) 

* BS degree in Mechanical or Materials Engineering is required. 3+
yrs med device experience.

* Knowledge of mechanics of materials and strong problem solving
skills. 

* ISO/GMP training and project management/leadership skills a strong
plus. 

* Experience with statistical and analytical methods and strong
mechanical design skills including test methods and test-fixture design
required. 
_________________________________________________________
Senior R&D Development Engineer for Vascular Products (S. CA) 

* Extensive experience in the mechanical design and testing of medical
products - specifically disposable catheter systems used for delivery of
neurological implantable devices. 
* Catheter and/or implantable device experience including writing
protocols and reports to support verification and validation activities for
product commercialization. 
* Expertise with statistics, ability to analyze data, interpret
results and write technical reports. 
* BSME, 5+ years med device experience, 3+ yrs in catheter design
specifically 
________________________________________________________
Process Development Manufacturing Engineer (S. CA) 

* BS degree in Mechanical or Materials Engineering is required
* A minimum of three years of experience
* Knowledge of mechanics of materials and strong problem solving
skills 
* ISO/GMP training and project management/leadership skills a strong
plus
* Experience with statistical and analytical methods and strong
mechanical design skills including test methods and test-fixture design
required. 
__________________________________________________________
Senior R&D Stent Engineer (S. CA) 

* BS degree in Mechanical or Materials Engineering is required
* Interact with physicians and outside vendors
* Previous development experience of endovascular devices and
knowledge of endovascular therapies preferred
* CAD applications (AutoCAD, SolidWorks or ProEngineer) preferred
* 5 years of related engineering/medical device experience 
__________________________________________________________
SALES, MARKETING & BUSINESS DEVELOPMENT 

Director of Marketing 

* Strong background in DTC/DTP (direct to consumer/patient) marketing
experience
* 4+ yrs experience in Product Management
* Consultant and Ad Agency experience
* Sleep medicine or pulmonary device experience is a plus
* Travel 30% - 40%
________________________________________________________________
VP of Business Development / Group Director - Ad Agency Experience strongly
preferred 

* 7+ years experience as Sr. Account Lead for reputable Ad Agency or
Marketing Firm.
* Extensive Advertising and Marketing experience
* Extensive experience developing, selling and executing
Marketing/Advertising programs for large clients
* Experience making high level presentations to C-level marketing
professionals
_________________________________________________________________
Sales Representative - West Coast 

* 5+ years proven track record in sales within medical device industry
* Orthopedic device sales experience a MUST
* Role is based in SF Bay Area, travel required
* Capital equipment experience a major plus
__________________________________________________________________
Clinical Specialist - CRM (location would be in FL)

* BA/BS
* 3 - 4+ yrs experience as clinical specialist in medical device
industry
* Cardiac rhythm management device experience
_____________________________________________________________________
REGULATORY, QUALITY & CLINICAL AFFAIRS 

Director of Quality Assurance 

* 10+ years experience in Quality Assurance within the medical device
industry
* Knowledge of FDA Quality Systems & Design Control requirements
* Startup company experience is strongly preferred
* Bachelors Degree in scientific, engineering or health related field
* Expertise in mathematical concepts and statistical inference
strongly preferred
____________________________________________________________________
Complaint Handling Manager 

* BA/BS degree
* 5 - 8+ yrs medical device experience in quality/complaint handling
* Exceptional track record managing complaint handling function
* Cardiovascular device experience strongly preferred
* Clear and effective communication skills, high attention to detail
and accuracy
* Supervisory or management experience is a must
_____________________________________________________________________
Regulatory Affairs Manager 

* Minimum of 6 years experience in US and OUS medical device
Regulatory Affairs management and execution
* Strong knowledge of IDE, PMA, 510(k), ISO, and QSR requirements
required
* PMA, class III device experience is a must
* Bachelors Degree in scientific or health related field
_____________________________________________________________________
Director of Clinical Affairs 

* 8 - 10+ years experience in clinical research within the medical
device industry
* Sleep disorder or pulmonary device experience is a major plus
* Startup experience is strongly desired
* Bachelors Degree in scientific or health related field or Nursing
_______________________________________________________________________
Clinical Research Associate (MN) 

* 2 - 4 yrs experience in clinical research, medical device industry
experience
* Monitoring experience and database management, strong documentation
skills
* Startup experience would be a plus
* Minimal travel (approx 15%)
_______________________________________________________________________
Clinical Support & Training Specialist 

* OR/Surgery experience required

* Training experience and Customer/Clinical experience required

* Experience with orthopedic planning systems and surgical
navigation systems strongly preferred

* Medical manufacturing experience / exposure

* Experience with document control systems

* B.S. degree in Engineering

* 1 year prior direct customer training experience

* Ability to travel extensively, including international travel
_______________________________________________________________________
Manager, Global Regulatory Affairs (S. CA) 

* Minimum of 6 years experience in US and OUS medical device or
pharmaceutical Regulatory Affairs management and execution, including a
minimum of 4 years of US and OUS submission preparation experience
* Strong knowledge of IDE, PMA, 510(k), MDD, MHLW, ISO, and QSR
requirements required
* Working knowledge of US and OUS clinical research regulations and
techniques required
* Experience with MDR, Vigilance, and other regulatory compliance
programs required
* Demonstrated ability to effectively implement and manage complex
global regulatory program
* Bachelors Degree in scientific or health related field. Masters
Degree preferred
____________________________________________________________________
Sr. Regulatory Affairs Specialist (S. CA) 

* At least 5 years of US and International medical device regulatory
submission/approval experience, to include FDA, MDD, MHLW, TGA, and TPP
* 510(k), IDE and PMA experience (desired)
* Knowledge of FDA, EU, MHLW, TGA, and TPP requirements
* Bachelor's degree in related field
Regulatory Affairs Certification (desired)

************************************************************************************
Function Preclinical Research Scientist (PRS1)

Location / Contact AC Immune SA, PSE-B, EPFL, 1015 Lausanne, Switzerland

hr@acimmune.com

Percentage 100 % - availability immediately

Overview AC Immune is a Swiss Biotech Company specialized in the development of

immunotherapeutics and small molecules (SM) against Alzheimer’s

Disease. AC Immune is seeking an experienced preclinical expert

responsible for the design and management of all non-clinical studies to

support the pre-clinical and further development of AC Immune’s research

programs. The candidate will develop the design, preparation and

implementation of in vivo and in vitro studies related for all non-clinical

development activities to meet regulatory requirements for pre-IND/Clinical

Trial Application (CTA) and IND/CTA submission of biologics and SMEs.

Job description • Design and manage studies in toxicology, pharmacology,

pharmacokinetics and pharmacodynamics and other discipline as

they relate to preclinical assessment of safety and efficacy.

• Monitor and coordinate outsourced studies to ensure common

understanding, compliance with study protocol and regulatory

requirements.

• Write and present non-clinical parts for regulatory submissions.

• Review of scientific literature relevant to preclinical product

development.

• Interface and provide toxicology guidance to the internal clinical and

research groups.

• Ensure compliances with GLP regulations in designing protocols,

analyzing and interpreting the data and preparing relevant

documentation.

• Support the business development team on technical due diligence

associated with in-licensing, acquisitions, and co-development

agreements regarding regulatory aspects.

Qualifications The candidate should have the following qualifications:

• Ph.D. in Toxicology or Pharmacology, Biology or Immunology

• At least 5-7 years of preclinical development experience in the

biotechnology or pharmaceutical industry.

• Supervisory experience in the biotechnology or pharmaceutical

industry.

• Knowledge of GLP regulations, including writing SOPs and study

reports.

• Proven ability to meet deadlines

• Personal features include:

• excellent interpersonal, analytical and communication skills

• ability to build effective working relationships within the company

and with external partners

• team player

• fluency in English is a must; French and a third language are assets
******************************************************

David Obad
david.obad@ncompassinc.com
Managing Partner
NCompass Consulting 
http:www.ncompassinc.com
415.738.7878 x104 - Office 
415.738.7878 - Facsimile 
866.949.7878 - Toll Free !

As you know the job market has been slow, however we anticipate medical device opportunities to make a resurgence in the second half of this year, so stay tuned. Below is a new open position to review: 

We are recruiting for a publicly held, medical device company located in the San Jose area. They are developing devices for the cardiac space and looking for a Sr Manufacturing Engineer that has experience working with catheter-based products and/or electro-mechanical devices.
Job Order 1040 - Manufacturing Engineer - See below for this job description. 
Would you, or someone you know, like to hear more about this opportunity? If so, please feel free to contact me directly or simply pass my information along.
As always, thank you for giving me the opportunity to network with you and have a great weekend.

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

Senior Regulatory Specialist – Medical Devices

Senior Director of Quality Assurance

QC/Validation Scientist

Media Business Development Manager

Scientific Technical Sales

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

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

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

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

Purification Development Associate/Scientist 

Will be assigned responsibilities for the development and purification of monoclonal antibodies at bench and pilot scale, perform work to support GMP protein purifications, as well as help to support the equipment and documentation requirements of a GMP manufacturing suite and development laboratory. Essential functions include, but are not limited to the following: 
• Establishment and operation of small-scale purification processes to support research and process development. 
• Support of upstream and downstream activities such as purification development and downstream recovery development. 
• Independent design, execution and interpretation of experiments related to the development of purification processes.
• Small to mid-size purification processes using liquid chromatography operations. 
• Bioassays, biochemical assays, and HPLC based assays. 
• Writing GMP documents, maintaining a scientific notebook, performing validation activities, and presenting written and oral reports.

The qualified candidate will have developed a purification process for early clinical trials of a therapeutic monoclonal antibody. The position requires a science degree in Biochemistry, Biochemical Engineering or related discipline in addition to production or research experience in the development and scale-up of purification processes. The education requirement may be combined with work experience as follows: PhD and 5+ years relevant experience. Specific knowledge of antibody purification processes is required. Excellent communication and documentation skills are required. Working knowledge in the areas of GMP parenteral manufacturing, purification, expertise in analytical and/or preparative liquid column chromatography systems.  

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




Jobs that Crossed my Desk Week of April 27-30, 2009

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

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

A dynamic company involved in the development of tissue engineered solutions for chronic diseases, in the Bay Area is looking for a Senior Lab Technician. The applicant must have a minimum of 10 years experience working in a biology & chemistry laboratory and must be proficient in the use of a variety of instruments, such as FTIR, HPLC, etc, and in running ELISA assays. The applicant will also support and work in the tissue engineering lab. This will require proficiency in cell culture experiments. Minimum educational requirements: a graduate degree (MS or PhD) in cell biology and/or protein chemistry. Salary and benefits are commensurate with experience.

****************************************************************************************************************************
This Scientist I - CMC Development job opportunity will be
posted soon on our website. If you are interested, you may contact
me with your resume for forwarding to the hiring manager.

Thank you,
Susanna Chau
SuperGen Investor Relations Manager
schau@supergen.com email
925-560-2845 tel

SuperGen, Inc.
Senior Research Associate or Scientist I, CMC Development

"Work for a company that is making a difference in the fight against cancer". SuperGen, Inc. (www.supergen.com) brings together high tech and biotech to search for new, more effective drugs for the treatment of cancer. We are looking for a motivated, dedicated professional who wants to combine their skills with our uniquely talented team to change the current paradigm of drug discovery and development. The candidate will be working in the Laboratory located in Pleasanton, California.

Applicant would be joining a small and independent team that is responsible for hands-on optimization of synthetic processes received from our medicinal chemistry group. Applicant with hands-on experimental approach is expected to fully utilize experience and knowledge of current synthetic techniques and methodologies to evaluate novel process routes and ensure that these are scalable.

Job Requirements:

• Transferring the process and developing scalable processes that is safe and efficient.

• Utilize our in house kilo-lab to demonstrate scalability and to generate material to support analytical and critical pre-IND studies. 

• Aid in choosing an appropriate CMO and transferring the process for kilo-scale cGMP manufacturing of API for human clinical studies.

• Ensure smooth tech transfer and routine manufacturing of the batches at CMO by providing collaborative tech support and troubleshooting advice.

Education/Skills Required:
The title of Scientist I requires a Ph.D. in Organic Chemistry with 2+ years experience. A Senior Research Associate requires a M.S. in chemistry with 5+ years experience in the pharmaceutical industry or related field. Working knowledge of basic analytical techniques such as HPLC, NMR, MS etc is a must. Experience with cGMP manufacturing at a Contract Manufacturing Organization, and with CMC regulatory filings is very desirable.

Candidates must have strong interpersonal skills and the ability to work harmoniously in a fast paced collaborative team environment. High degree of detail towards recording results, meeting timelines, organization and safety practices is of primary importance. Ability to think and work independently and analytically with strong verbal and written communication skills is required. A proven track record of independently identifying and optimizing scalable synthetic routes to key pharmaceutical intermediates or APIs is a must.

Benefits:
We provide a comprehensive benefits package to include medical, vision, dental, short and long term disability, group term life, 401(k) and an Employee Assistance Program.

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

Contact: Please send all inquiries to timpartridge3@aol.com.

Senior Medical Writer, Oncology, Atlanta, GA

General: Permanent full-time position with relocation 

  

Company: Medical communications company

 

Position: Sr. Medical Writer with strong experience in oncology

 

Description: Global medical communications company located in Atlanta is looking for a medical writer with experience in oncology.  The candidate must have an advanced degree and at least 3 years of experience.  This is a growing company offering a very competetive salary and benefits package.

 

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

Please send summary and CV to me at balizadeh@inbac.net

Babak Alizadeh 

I am looking for a sales & marketing consultant with extensive knowledge of the diabetes market and experience in selling GLUCOSE MONITORING devices.
*********************************************************************************

Contact: Jarboe and Associates   JanetJarboe@qwest.net
Office  970-686-5899     970-689-2962   Mobile

_________________________________________________________________________________

	Manager, Regulatory Affairs 

Responsibilities include oversight of submission projects/personnel and significant interactions outside the Regulatory Affairs department on complex issues and questions. Provides expertise in directing projects within assigned areas including International Regulatory Support, Regulatory Document Management, Submissions Publishing, and/or Regulatory Liaison. Serves on increasingly more significant project teams/task forces. Also responsible for the coordination and/or training of regulatory staff as appropriate.  Product through phase ll experience, not a CMC focus.

	Requirements:

	
	Bachelor’s degree in life sciences, Chemistry, Biology preferred. 6-8 years previous pharmaceutical drug development experience. 
Scientific knowledge in chemistry, general biological/physical science and ability to apply that knowledge to regulatory issues and product development. 
Recognized as an expert in regulatory submissions. 4 years regulatory affairs experience preferably involving direct contact with the FDA; full knowledge of FDA & ICH regulations and guidelines, and the ability to provide interpretations of that information to others. 
Proven record of successful IND/NDA submission and negotiations with the FDA. 
Strong organizational skills with the ability to manage large projects and provide regulatory guidance/training to others in the department as needed. 
Proven ability to prioritize and multi-task with minimal supervision based on interactions with project team members. 
Excellent written and oral communication skills, with writing ability to meet regulatory requirements and standards. 
Ability to communicate effectively and maintain effective working relationships. 
Must be able to positively influence department staff and other company groups. 
High integrity with respect to maintenance of proprietary, confidential information.


_________________________________________________________________________________

	Responsible for planning, monitoring, preparing and tracking standard and complex submissions for registrations by company affiliates and/or business partners in Latin America. Identifies and collects available data required for registration packages and maintains filings after approval. Interprets and ensures compliance with local regulations and requirements within the region. Responsible for interactions outside the Regulatory Affairs department on complex issues and questions with minimal supervision. Responsible for developing, maintaining and training others on department SOPs. Incumbent sits on project teams to represent International Regulatory, as appropriate. Involved in process / company initiatives, as necessary.
1. Coordinates licensing, registrations and requests from company affiliates and/or business partners in the Latin American region in a timely manner. 
2. Identifies and collects available data required for registration packages, prepares, submits, distributes and archives Latin America submissions, including new registrations, renewals, briefing documents, variations and ongoing application maintenance (product life cycle) for company affiliates and /or business partners in the Latin America region. Guides the development of local labeling.
3. Provides guidance and expertise on the regulatory requirements in Latin America and interprets and ensures compliance with local regulations and requirements. . 
4. Ensures consistency of submissions across countries in this area according to local regulations to facilitate effective and efficient management of the submissions. 
5. Manages regulatory projects and advises on the preparation, review and submission of documentation to regulatory agencies with minimal supervision. 
6. Interacts with supervisor, international marketing staff and development teams to define the most appropriate regulatory strategies to utilize in international product registrations, both in original submissions and to support existing registrations. 
7. Interacts with other entities such as local affiliates, contract manufacturers, domestic/international business partners and other company organizations outside of the region. 
8. Works with the department resources to identify and define systems and processes to support international activity. 
9. Actively identifies, escalates, and provides solutions to issues that may negatively impact Regulatory submissions and/or business plans.
10. Seen as a person to whom others within the organization can consult to obtain answers to complex questions regarding international regulations and guidelines. 
11. Assists with ongoing training of Regulatory Affairs staff. 
12. Acts as a liaison between members of Regulatory Affairs, QA, IBD, PV, Logistics, PTM (functional business units) to ensure timely submission of regulatory-compliant, quality documents.

Requirements:

	
	1. Bachelor’s degree in scientific discipline preferred; advanced degree preferred. 
2. Minimum 5 years related work experience desired in the pharmaceutical industry with 2 years previous experience within international regulatory submissions in Latin America.
3. Ability to apply scientific knowledge to assigned projects.
4. Working knowledge of and experience with relevant regulations & guidelines in Latin America. 
5. Proven experience with pharmaceutical registrations in Latin America.
6. Understanding of the effect of compliance environment on area of job focus.
7. Excellent writing skills with the ability to meet regulatory requirements and standards.
8. Ability to communicate effectively and maintain effective working relationships.
9. Strong organizational skills with the ability to manage large projects and provide regulatory guidance and training to others in the department as needed.
10. Ability to communicate effectively with cultural awareness, sensitivity and maintain effective working relationships. Must be able to positively influence department staff and other internal groups. 
11. Experience with document management systems.
12. Adapt to shifting priorities, able to work with minimal supervision and resolve problems / conflict
13. High integrity with respect to maintenance of proprietary, confidential information. 
14. Fluent in Spanish, fluency in Portuguese also preferred.


_________________________________________________________________________________

Regulatory Affairs Programs Mgr / Sr. Reg Affairs Programs Mgr
Requirements:
BA/BS degree in a scientific/health sciences discipline 
5-7 years experience in pharmaceutical Regulatory Affairs (title will be determined by experience)
Experience in the management and preparation of regulatory agency submissions
Experience working with regulatory agencies
Ability to communicate effectively (written and verbal) and adapt to a changing environment
Description:
Reports into Regulatory Affairs within the Clinical Development department and will have interaction with preclinical, clinical and chemistry, manufacturing and controls personnel. 
Responsibilities:
• Participating in the development and implementation of regulatory strategy for one or more projects and ensure successful regulatory filings. 
• Working in a team environment and planning and coordinating all aspects of regulatory submissions necessary to support clinical trials and product registration.
• Representing the department on multidisciplinary product development teams.
• Assessing and communicating regulatory requirements for clinical, preclinical and CMC submissions and programs to assure that all development activities are in compliance with applicable the US and pertinent international regulations and guidelines. 
• Coordinating and supporting the writing of INDs, Canadian CTAs, IMPDs and ROW investigational applications with an emphasis on Phase 1 and Phase 2 development stages. Must be “hands-on” and willing to take on projects and tasks to support project teams.
• Serving as the primary contact with regulatory agencies and CROs and facilitating communication between the agencies and project teams. 
• Attending and/or chairing agency meetings. 
• Writing regulatory agency meeting minutes and assisting in the preparation of briefing documents.
• Ensuring timely submission of appropriate regulatory documents individually, as a regulatory team, or through contract organizations.
• Maintaining compliance with regulatory commitments.
• Working efficiently and effectively within regulatory teams, fostering collaborative exchanges, teamwork, and mentoring of colleagues. 
• Managing, prioritizing and dividing tasks to ensure all submissions are on time.
• Writing regulatory SOPs and ensuring SOPs are in compliance with current regulatory requirements.
• Working with Regulatory Operations to develop submissions in electronic and legacy format.
Early phase (I II) experience, Experience with IB's and protocols, CMC helpful

_____________________________________________________________________________________ Process Development Scientist  The primary responsibility of this position will be development of production processes for microbial recombinant products.  In addition, the process development scientist will participate in the entire range of upstream bio-process development activities for both microbial and mammalian cells: including cell line development, optimization of culture media and growth conditions, and developing scalable production processes for fermentor/bioreactor operation.  

Responsibilities:   • Maintenance of strain stocks and cell banks   • Growth of shake flask cultures
• Set-up and operation of 5-50L scale fermentors/bioreactors   • Analysis of nutrients, metabolites, and cell growth / metabolic activity        • Writing standard operating procedures   • Execution and documentation of laboratory experiments      • Recording of data into notebooks and spreadsheets   • Data reduction and analysis
Qualifications:    • BS/MS or Ph.D required in a life science or chemical engineering discipline 
• 2-4 years of experience for Ph.D. and 4-8 years for BS/MS candidates   • Experience with microbial fermentation is required.  Additional experience with mammalian cell culture is highly desirable.   • Experience should include the following areas: strain/cell line development; medium development; fermentor/bioreactor process development.   • Detail oriented and self-motivated    • Good written and oral communication skills; proficient with Microsoft Word and Excel  
• Must be able to work a flexible work schedule including weekends and holidays in order to maintain microbial cultures and mammalian cell lines

Process Development Associate The process development associate will participate in the entire range of assay development activities including the development/qualification of assay conditions, assay transfer, and performance of assays to support process development, manufacturing, and formulation development. 

Responsibilities:    • Execution and documentation of laboratory experiments    • Perform ELISA, HPLC, enzyme, and electrophorectic (SDS-PAGE, Western, & IEF) analysis of protein biopharmaceuticals to support process development, manufacturing, and formulation development   • Develop, qualify, and transfer assays   • Qualify laboratory equipment as required   • Data acquisition, reduction and evaluation   • Writing standard operating procedures  

Qualifications:    • B.S. required in life science or chemistry.   • 2-4 years of laboratory experience including experience with one or more of the following areas: ELISA, HPLC, enzyme, and electrophoresis assays    • General knowledge of protein biochemistry    • Knowledge of protein formulation preferred    • Detail oriented    • Good written and oral communication skills   • Able to work as part of a team to achieve project goals

	Assistant Director, Drug Development Project Management          

Responsible for the project team to ensure adherence to the timeline and intervenes when necessary to identify and resolve issues in order to ensure timely completion of the drug development process. 
Duties: 
Coordinates the creation and maintenance of multi-disciplinary program plans.   

Strategically evaluates innovative alternative scenarios and “what-if” back-up plans.
Prepares timelines for, and monitors and tracks all assigned projects, with clear focus on critical path issues and Go/No-Go decisions.
Demonstrates a strategic understanding of local (US) issues affecting global development and global issues affecting local development.
Schedules and chairs regular local program team meetings. Completes meeting minutes in timely fashion that accurately reflects status of program and outcomes of team progress/challenges.
Communicates with key personnel and interacts with departments and/or companies regarding all relative information associated with each project. 
Develops and recommends business solution and actions toward solution. Disseminates project information/timelines to project team members in a timely manner and style that fosters teamwork.
Assures that all departments have clear direction and deadlines for deliverables. 
Writes and reports periodic updates for management highlighting progress, obstacles and any remedial action proposed and taken.
Alerts management to issues identified as problematic. Communicates with senior management to resolve issues pertaining to the timely completion of the drug development process.  Lead multi-disciplinary program teams of professionals to strategically and expeditiously create and execute drug development plans.
Coordinate/plan major activities necessary to submit IND/NDA/sNDA applications. Act as multi-disciplinary liaison.
Participate in the Global Development (and/or Corporate Co-Development) activities with client company counterpart Japan, Europe and Canada, and function as liaison to ensure global harmonization, global planning, and team collaboration across the world.
Requirements:  8 to 10 years in industry with at least three in project management with cross functional teams 

Bachelors Degree. Advanced degree (masters, doctorate) a plus. Clinical development and/or project management experience preferred.   In-depth knowledge of at least 3 areas (listed below) of drug development plus knowledge of entire drug development process. * Pharmacology    * Clinical Research    * Study Design    * Statistics – statistical programming  *Data management   * Regulatory/regulations   * Regulatory submissions   * Medical writing/report writing   * Manuscript/abstract writing    * Medical Affairs    * Marketing/market research  *Outcomes research    * Sales    * Legal/contracts/confidentiality    * Finance    * Quality assurance

Medical Director, Medical Affairs 

Responsible for: the development of P3b/P4 studies and medical monitoring for SL studies; enhancing scientific relationships with key opinion leaders; reviewing promotional and educational material for accuracy; leading consultant and advisory meetings; and reviewing grant applications for scientific merit. Responsibilities will also include ensuring strategic alignment among functional groups within Medical Affairs; regular interactions with senior product and clinical management for strategic development issues and marketing operations; and contributing to life-cycle management. This person will contribute as a medical director to product specific and therapeutic area functions such as publications, medical information, medical education, and consultancy and advisory boards. This person will be responsible for development of post-marketing clinical development plans including design of P3B, P4 studies. They will assist the commercial team in development and communication of consistent global and regional brand messaging across indications. They will provide technical scientific/medical consultation to the commercial team to ensure accuracy and compliance with company standards. They will help to develop phase IIIb/IV clinical trial needs and strategies to support brand. They will assist in the development and execution of brand publication strategies. Effective performance of activities requires minimal supervision or guidance by the Vice-President of Medical Affairs.

	Position Requirements:

	
	M.D. degree, Board Certified or Board Eligible in Designated Specialty (preferred) or a PhD with subject matter expertise in Urology or Immunology    Minimum three years clinical or clinical research experience     Minimum one year experience in the pharmaceutical industry     Excellent communication and presentation skills, strong interpersonal skills     Strong clinical research/medical affairs background, and excellent problem solving abilities     Demonstrate abilities to work effectively in a team environment     Ability to interpret and evaluate clinical data     Leadership skills and ability to effectively manage projects and timelines     Knowledge of pharmaceutical clinical development and ability to effectively apply technical principles, theories, and concepts to clinical drug development     Knowledge of FDA, other regulatory agency and professional requirements, regulations and guidances     Able to work independently on all aspects of assigned projects    Excellent organizational skills



	


__________________________________________________________________________________

_
	Medical Director, Pharmacovigilance 
This position is responsible for strategies in pre and post marketing risk management, as well as keeping abreast of pharmacovigilance methods and trends in published literature and global regulations. Additionally responsible for strategies in monitoring and analysis of cumulative safety information on Company products. Responsible for drug safety crisis management
Specific responsibilities include:
1. Guides regulatory reporting including individual case safety reports (ICSRs), NDA annual report summary statements, and Periodic Safety Update Reports (PSURs)
2. Guides adverse event coding, retrieval and analysis activities in drug safety and clinical trials
3. Guides reviews of safety sections of NDA submissions
4. Plans cumulative safety information analysis such as signal detection from company or public databases with data mining
5. Guides safety updates of company core data sheet and local product labels
6. Guides pharmacoepidemiology projects
7. Guides crisis management on drug safety
8. Guides Risk Management Plans for specific products
9. Guides and coordinates preparation of ad-hoc benefit-risk assessment documents
10. Guides regulatory strategy and preparation of data related safety to regulatory authorities and advisory committees.
11. Interfaces with Medical Sciences, Clinical Studies, Product Safety Management, Drug Development and Project Management, Pharmacoepidemiology, Global Pharmacovigilance departments, Toxicologist, Biopharmaceutical sciences, Research Data Sciences, Legal

Senior Medical Director, Pharmacovigilance 
This position is responsible for strategies in pre and post marketing risk management, as well as keeping abreast of pharmacovigilance methods and trends in published literature and global regulations. Additionally responsible for strategies in monitoring and analysis of cumulative safety information on company products. Responsible for drug safety crisis management
Specific responsibilities include:
1. Guides regulatory reporting including individual case safety reports (ICSRs), NDA annual report summary statements, and Periodic Safety Update Reports (PSURs)
2. Guides adverse event coding, retrieval and analysis activities in drug safety and clinical trials
3. Guides reviews of safety sections of NDA submissions
4. Plans cumulative safety information analysis such as signal detection from company or public databases with data mining
5. Guides safety updates of company core data sheet and local product labels
6. Guides pharmacoepidemiology projects
7. Guides crisis management on drug safety
8. Guides Risk Management Plans for specific products
9. Guides and coordinates preparation of ad-hoc benefit-risk assessment documents
10. Guides regulatory strategy and preparation of data related safety to regulatory authorities and advisory committees.
11. Interfaces with Medical Sciences, Clinical Studies, Product Safety Management, Drug Development and Project Management, Pharmacoepidemiology, Global Pharmacovigilance departments, Toxicologist, Biopharmaceutical sciences, Research Data Sciences, Legal  

Requirements: MD degree, Pharmaceutical Industry experience in Pharmacovigilance and drug safety for at least five years, Team working, analytical skills, and flexibility are essential for this position. 

Medical Director, Medical Affairs 

Responsible for: the development of P3b/P4 studies and medical monitoring for SL studies; enhancing scientific relationships with key opinion leaders; reviewing promotional and educational material for accuracy; leading consultant and advisory meetings; and reviewing grant applications for scientific merit. Responsibilities will also include ensuring strategic alignment among functional groups within Medical Affairs; regular interactions with senior product and clinical management for strategic development issues and marketing operations; and contributing to life-cycle management. This person will contribute as a medical director to product specific and therapeutic area functions such as publications, medical information, medical education, and consultancy and advisory boards. This person will be responsible for development of post-marketing clinical development plans including design of P3B, P4 studies. They will assist the commercial team in development and communication of consistent global and regional brand messaging across indications. They will provide technical scientific/medical consultation to the commercial team to ensure accuracy and compliance with company standards. They will help to develop phase IIIb/IV clinical trial needs and strategies to support brand. They will assist in the development and execution of brand publication strategies. Effective performance of activities requires minimal supervision or guidance by the Vice-President of Medical Affairs



	Position Requirements:

	
	M.D. degree, Board Certified or Board Eligible in Designated Specialty (preferred) or a PhD with subject matter expertise in Urology or Immunology                 

Minimum three years clinical or clinical research experience
Minimum one year experience in the pharmaceutical industry
Excellent communication and presentation skills, strong interpersonal skills.
Strong clinical research/medical affairs background, and excellent problem solving abilities.
Demonstrate abilities to work effectively in a team environment.
Ability to interpret and evaluate clinical data. 
Leadership skills and ability to effectively manage projects and timelines. 
Knowledge of pharmaceutical clinical development and ability to effectively apply technical principles, theories, and concepts to clinical drug development. 
Knowledge of FDA, other regulatory agency and professional requirements, regulations and guidances
Able to work independently on all aspects of assigned projects             

Excellent organizational skills

 

	


_____________________________________________________________________________________

	Manager, Clinical Pharmacology

Responsible for providing clinical pharmacokinetic (PK) and pharmacodynamic (PD) expertise to LWT and GWT for multiple drug development programs with minimal management supervision. Responsible for clinical PK/PD study design, protocol preparation, implementation, data analysis and study report preparation. Responsible for managing the activities of personnel associated with conduct of Clinical PK/PD studies and assurance of compliance with SOPs, and FDA and ICH regulations. Responsible for preparation of PK/PD components of Briefing Documents, INDs and NDAs.
PK/PD Expertise. Provides PK/PD input to the strategic development plans for multiple drug development programs with minimal supervision from department management.
2. Planning/Protocols. Designs and prepares protocols for clinical PK/PD studies with minimal direction.
3. Site Selection. Provides input in making site selection decisions; assesses overall site quality on an ongoing basis; helps resolve site problems; supports CRAs and Sr. CRAs on site-related issues.
4. Planning/Budget. Evaluates clinical study resources and proposes changes as necessary. Prepares CRO and site budget proposals. Monitors expenditures and payments.
5. Data Analysis. Performs clinical PK and PD data analysis using a variety of software programs and using external resources as necessary.
6. Project Management. Manages projects to ensure completion to meet established objectives in accordance with APUS SOPs and FDA/ICH requirements. Coordinates internal resources (e.g., drug supply, data management, biostatistics); forecasts and manages drug and drug supply needs for development programs. Provides interim reports to Biopharmaceutical Sciences management and project teams regarding subject enrollment and overall study conduct.
7. Study Reports. Prepares and reviews study reports for completed PK and PD studies. Prepares and reviews PK and PD components of study reports for completed Phase II/III studies.
8. Regulatory Documents. Prepares the PK/PD components of Briefing Documents, INDs and NDAs with minimal supervision from department management.
9. Presentations/Publications. Participates in project reviews and presents study status and results to
APUS management. Attends professional meeting and presents study results as appropriate. Publishes study results as appropriate.
10. SOPs and Regulations. Understands APUS SOPs, regulations/guidelines governing drug development (FDA, ICH, cGCP) and ensures that they are followed.
11. Training. Participates in on-going training and in the training of Sr. CRAs, CRAs and Clinical Research Specialists.
12. Other. Duties as assigned by supervisor.  

	Responsibilities:

PhD, Pharm.D, MS, BS in Pharmacy or life sciences with extensive training in pharmacokinetics and pharmacodynamics and data analysis. Five years of Phase I clinical trial experience or equivalent. Knowledge of Clinical Research Organization industry for clinical trials. Knowledge of drug development process and ability to design and implement Clinical Pharmacology development plans. Proven project and time management skills 

	Assistant Director, Project Management - Product Safety and Pharmacovigilance 

Be a member of the Product Safety and Pharmacovigilance senior leadership team, and have oversight and leadership of all projects at a department. 
Expectations:
1. Work closely with VP of PSP(Product Safety and Pharmacovigilance) to ensure effective communication, implementation of vision and alignment with overall project management goals.
2. Provide leadership, clear direction and deliver with quality on Project Management deliverables.
3. Contribute actively to department goals and objectives by identifying project management opportunities.
4. Elevate project and process related issues to VP, Safety Business Unit heads, and other stakeholders as needed.
5. Facilitate resolution of cross-functional/ cross-site issues with functional Safety Business Unit heads.
6. Work closely with Development project management staff to support joint projects, create /review project management reports, timelines and presentations, etc.
7. Contribute cross-functional drug development and project management perspective at project management meetings and discussions with VP and Therapeutic Area Safety Business Unit Heads.
8. Assign therapeutic area staff to projects based on priorities.
9. Contribute to budget and staff discussions.
10. Stay abreast of latest developments in the field of project management vis a vis drug development and contribute/ lead project management initiatives to improve efficiency and productivity.
11. Help build a strong project management capability within PSP.
12. Mentor and develop Product Safety and Pharmacovigilance staff that are involved with project management at a Therapeutic Area level
13. Provide a forum for therapeutic area Project Managers to discuss and resolve issues.
14. Promote lessons learned and knowledge sharing on project management topics within the department.
15. Monitor and assess team effectiveness in relation to project management at both the Therapeutic Area Safety Business Unit and individual levels.
16. Review project timelines, issues for each Therapeutic Area portfolio and monitor progress to plan/goals.
 Requirements:

	

	1. Master's degree in Life Sciences or a related field, PhD/Pharm D preferred.
2. Project Management Professional Preferred
3. Advanced proficiency in project management and applies that knowledge to guide Product Safety and Pharmacovigilance functions, and Therapeutic Area teams.
4. Able to act independently and interact with cross-functional TA Safety Business Unit Heads in the successful completion of major, complex deliverables.
5. Ability to influence and motivate others both within and outside of direct reporting line authority.
6. Advanced ability to interface effectively with all levels of Product Safety and Pharmacovigilance staff.
7. Skilled in understanding, planning, and responding in highly ambiguous situations. Demonstrates a high degree of creativity, foresight and mature judgment in anticipating and solving complex and cross-project issues.
8. Ability to organize, interpret, and communicate Therapeutic Area Safety Business Unit project management information both cross-functionally and to senior management within PSP (Product Safety and Pharmacovigilance).
9. Ability to coach, motivate, communicate vision/mission, and provide technical advice to members in the department.
10. Excellent facilitation, negotiation, problem-solving, and conflict resolution skills.
11. Initiates and maintains extensive contacts within both internal and external networks.
12. Excellent oral and written communication skills including the ability to present formally and informally within area of expertise to a diverse set of audiences, including senior management and external customers.
13. Preferred experience: Working in a healthcare business setting with an emphasis in project management and team leadership roles (8 years), including experience operations and staff management experience (6 years). Experience working with cross-functional matrix teams and regulators and budget management experience highly desirable.


**********************************************************************************************************************
Please email resume to: hrhayward@impaxlabs.com or Fax resumes to 510-429-2146.

Senior Director Information Technology—Impax Laboratories, Hayward, CA
This is the most senior Information Technology position at Impax Laboratories, Inc. and is located in Hayward, California. 

Responsibilities: 

Establish the technical direction for the Company, and 

In this capacity, identifies and evaluates fundamental issues affecting users; designs and specifies IT requirements including network design and software requirements. 

Establish realistic and achievable service level standards for the Company. Focus is user productivity within affordable expense and capital requirements; 

In this capacity, prepares annual capital and expense budgets with appropriate rational and analysis; 

Communicates IT objectives, capabilities and sets achievable management and user expectations. 

Evaluate the various service level delivery methods (Outsource, Contract, In-House) and recommend solutions that will give management and users confidence in the Company’s technical expertise and support systems. 

Evaluate the skills and capabilities of the current staff, as well as the capabilities of the supporting users and network infrastructure. 

Facilitate the evaluation of the Company’s systems, and application needs and requirements over the next few years (develop an IT plan). 

Requirements: 

Bachelor’s degree in Computers or a related field is required; master’s preferred. 

15 years of IT experience, building and directly leading an IT team of 10-20 in company of 500-2,000 employees. 

10 years of management experience in a commercial mid-market pharmaceutical environment. 

5 years experience in Senior IT role. 

Discovery and Support experience in deploying Information Systems in a regulated manufacturing environment (business and process systems in biotechnology and pharmaceuticals). 

Experience implemented enterprise-wide applications (ERP), network infrastructures, and leading systems integration projects. 

Experience developing and managing annual IT budget, as well as directing, procuring and deploying all IT, telecom and related equipment. 

Knowledge of Financial Management, SOX, HIPAA, cGxP, M&A desirable.

Jobs that Crossed my Desk Week of April 20-26, 2009

********************************************************************.
Contact: 

John Colantoni

JWC Associates

Phones: 732-792-2933 and 609-921-9090

E-mail: jwchh500@aol.com

MA or NJ site (Position could be at either location)

Manager of People - will manage 3-5 direct reports

Pharma, CMC and biologics experience required

Relo provided

	Requisition Title:
	DIRECTOR, REGULATORY CMC BIOLOGICS

	Currency:
	 

	Minimum Salary:
	0

	Maximum Salary:
	0

	Position Description:
	The successful candidate will be responsible for the global CMC regulatory strategy for maintenance of biologics marketed products. This position entails regulatory leadership on various cross functional project teams, strong interaction with Technical Operations personnel at manufacturing sites and other key partners both internal and external to the company. The position will have responsibility for providing global regulatory strategy for anticipated analytical, manufacturing and packaging changes, compilation of post approval regulatory submissions including annual reports, renewals, supplemental applications, variations and other maintenance dossiers and coordination of responses to health authority questions and comments. This position requires the ability to independently manage multiple projects and direct reports to prioritize work in alignment with company objectives. This position will interact directly with the FDA and with other Health Authorities through local regulatory managers with minimum management oversight. 



	Position Requirements:
	Minimum BS, Chemical Engineering, Pharmacy, Chemistry, Biology or related science. An advanced degree is an asset. 10 plus years in the Pharmaceutical Industry and 8 plus years CMC, biologics CMC regulatory strategy or related experience. The successful candidate will have a strong knowledge of global CMC regulations and guidance pertaining to biologics. Exposure to developing global regulatory strategies for post approval changes, and direct experience in handling health authority questions and responses. The candidate should have an understanding of the pharmaceutical business and experience in building favorable relationships with key partners. The candidate will have demonstrated ability to be a strong team member both within and outside the department with ability to drive performance and provide innovative new solutions to changing deliverables. This position requires good organizational, communication, electronic systems and project management skills. The candidate will be required to lead and develop direct reports and align work and resources to ensure quality of filings to meet project requirements. The candidate will review filings for strategic intent, accuracy and clarity.


Salary: $140K to $180K, bonus, options, and relocation

********************************************************************************
Sharon Davis
1175 Post Road East
Westport, CT 06880
sdavis@cambridgegroup.com
1.800.525.3396 ext. 286The following contains a description of an urgent permanent position that we are currently representing. The opportunity is located in the San Francisco Bay Area. Also, the salary is based on experience and where someone fits into the equity of the group. Kindly forward this email to anyone that may find this valuable. Please feel free to have them contact me for additional information at the number below. Thank you for your time.

Computational Chemist - 6378 - San Francisco Bay Area
Our client in the Bay Area is looking for a computation chemist with extensive experience in both ligand and structure-based drug design and the application of these methods in lead discovery and optimization. The qualified candidate will provide active involvement and scientific leadership in drug design activities with the help of in silico approaches, including computer-aided drug design of small molecules, molecular modeling, docking and homology modeling, interface with organic chemists, biochemists and biologists to conduct SAR studies on lead molecules, coordinate and guide computational efforts and manage structure determination work by CRO's, maintenance and acquisition of computer system hardware and software for computational chemistry. This position reports to the Director, Medicinal Chemistry. The requirements for this position include PhD in relevant scientific field, 3+ years related experience, experience in computer-aided molecular drug design of small molecules, molecular modeling, homology modeling, docking and in silico-drug design, familiarity with computational chemistry software from companies such as Schrodinger, Tripos, Accelrys, Scitegic, IDBS, familiarity with protein structure determination (particularly by X-ray crystallography) and evaluation of primary structural data beneficial, experience in hardware acquisition and maintenance, successful track record of working collaboratively on projects across functional areas, experience managing CRO-based research beneficial, experience in HCV drug discovery beneficial, and excellent interpersonal, oral and written communication skills.

For a full list please view our website www.cambridgegroup.com/pharmaceutical


****************************************************************************************************************************
Andrew Youngelson
Key Recruit Inc.
Healthcare Technology Recruitment Partner
www.keyrecruit.com 

In order to be considered, you should upload your resume at www.keyrecruit.com and send me a copy as a Word document.  Include a cover letter explaining why you would be a good fit for this position using the keywords in the job requirements as a guide.  Letter should include how your work in the past is relative to client needs in the present. 

MUST HAVE CRO and Cardio experience!

Senior Director of Clinical Operations 
	Date Posted: 
	4/13/2009 

	  
	 

	Job Id: 
	1673 

	  
	 

	Company: 
	We are a leading global clinical research organization (CRO). We have proven proficiency in supporting worldwide clinical trials for medical device, pharmaceutical and biotechnology companies. We have an influential focus in the areas of Cardiovascular Diseases, Oncology and Medical Devices. We are devoted to providing clients with crucial thinking, customer service and quality deliverables. We are committed to making sure that each clinical trial is performed to the highest possible standards. 

	  
	 

	Location: 
	Maryland 

	  
	 

	Reports To: 
	VP Clinical Operations 

	  
	 

	Salary: 
	140-155k 

	  
	 

	Education: 
	MS in life sciences or related discipline, or equivalent combination of education and experience, with exposure to quantitative research methodology or equivalent work. 

	  
	 

	Requirements: 
	Minimum 10 years of project management and clinical monitoring experience including a minimum of 6 years management experience including 8 years experience in the CRO industry, and cardio experience. Director level experience; experience in an entrepreneurial environment. Must have very strong management skills with the ability to guide the company’s Clinical Operations. Must have an excellent knowledge of the company’s Clinical Operations processes and procedures. Must have significant experience: managing projects and staff; budget preparation, monitoring, management, and adherence; managing to timelines and deadlines. Excellent verbal and written communication and presentation skills. Must be flexible, professional, team oriented and capable of motivating personnel, effecting change and working across departments. Excellent organizational skills with ability to work in a high volume and strict deadline environment Proficiency in operating computer applications and navigating the internet Excellent interpersonal skills Ability to work independently. 

	  
	 

	Duties: 
	Direct and coordinate all aspects of Clinical Operations, including but not limited to, providing departmental leadership and direction, development of sponsor contracts and budgets, personnel resourcing, implementation and revision of standard processes and procedures, budget oversight, timeline and deadline oversight, and ensuring efficient and high quality execution of work. Direct personnel activities, and provide guidance for professional development of staff (coordinate resource distribution across projects interviews, make hiring recommendations, lead disciplinary actions, deliver performance reviews). Provide strategic direction in assessment of relevant new technologies and procedures and provide recommendation to senior executives for improvement and development of department. Participate in and lead corporate strategic planning, initiatives, departmental management and budget process. Participate in and lead internal, client/sponsor, scientific and other presentations as required. Identify problems and implement corrective action plans. Develop and maintain a sound plan of intra-department and inter-department relationships. Promote intra-department and inter-department efficiencies, data quality, and profitability. Assist CEO/President in development of corporate strategies and strategic objectives, and the operating policies and procedures to assure attainment of corporate objectives. Plan, supervise and direct execution of initiatives in business plan, policies and objectives. Represent the company in relations with major customers, suppliers, government agencies, etc. May function as back-up for Managers and Directors depending on workload. Perform all other duties as assigned. 


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

Majority of positions that follow are in NC or Southeast and Central Sunbelt, but there’s one sales position on West Coast. AE

Tom Wirth

Wirth & Associates

wirth@wirth-associates.com
Director of Technical Services - 33ld-02159
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.

 ____________________________________________________________________________________

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.

 ____________________________________________________________________________________


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.

 

________________________________________________________________________________________
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. 

 

 _____________________________________________________________________________________

 

Computer Validation Engineer   022ld-4229
For this fast growing, multi-national pharma company located in a highly desirable area of NC. 
Required are a BS and at least 5 years validation experience in the pharmaceutical industry, to include at least several years of computer validation experience with PLCs, DCS, etc. 
Location  North Carolina 

 

__________________________________________________________________________________
SENIOR PROCESS DEVELOPMENT ENGINEER    022pe-4229
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 cGMPs and validation processes. 
Process automation and control experience is beneficial.
Location  North Carolina 

 

__________________________________________________________________________________
Validation Engineer     025pe-4229
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 

 

___________________________________________________________________________________
Management Technical Operations Manager    023ld-4229
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 

 

_________________________________________________________________________________________
Materials / Supply Chain Manager, External Supply Chain     029ld-4229 
For this major, multi-national pharma company located near Denver, CO
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
Effective organizational skills in handling multiple priorities and meeting required budget goals and deadlines.
Well-developed interpersonal skills for effective management.
Experience with Enterprise requirements planning systems (preferably SAP).
PC skills with spreadsheets and database applications.

 

 __________________________________________________________________________________

 

Production / Packaging Management Team Leader (Production Supervisor)   042ld-4229   
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.
 North Carolina 

 

__________________________________________________________________________________
Director of Manufacturing   022pe-4229 
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. 
Reviews activity, operating, and sales reports to determine changes in programs or operations required to meet customer needs and efficiency. 
Directs communication to plant manager outlining policy, program, or operations changes to be implemented. 
Contribute to SOP and Work Instruction development to satisfy FDA, DEA and other applicable regulatory guidelines. 
Manages all audits to ensure all manufacturing operations are in compliance with GMPs and related SOPs at all times. 
Supports and oversees innovative ways to reduce cycle times and cost while maintaining or increasing quality utilizing 6 Sigma and LEAN Principles. 
Oversees and directs daily production requirements and resolves operational, quality, manufacturing, and maintenance problems to ensure maximum efficiencies and to prevent operational delays. 
Directs adjustments in production activities as needed. 
Participates in meetings, including daily scheduling meeting and others as required to maintain overall manufacturing effectiveness. 
Establishes procedures to ensure consistency of operation in manufacturing. 
Coordinates with plant manager to achieve the strategic goals of the company and communicates and executes with direct reports. 
Directs and supports products manufactured or services performed in: development of new markets, increase share of market, and to obtain competitive position in the industry. 
Works with the Human Resources Department to ensure policies, benefits, and growth development plans are implemented. 
Analyzes manufacturing department budget requests to identify areas in which reductions can be made, and allocates departmental operating budget accordingly. 
Provides general direction and scope of authority and responsibilities to direct reports. 
Performs regular appraisal of work performance of direct reports. 
Performs other reasonable, related business duties as required. 
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: 
Team Player, 
Results Driven, 
Exhibits Integrity, Excellence, Stewardship, Innovation and Learning & Growth skills.
Reasonable accommodations may be made to enable individuals with disabilities to perform the essential functions. 
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. 
Location  NC 

 ______________________________________________________________________________________

Quality Assurance / Quality Control QA - Quality Engineer     0262ld-4229
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.
 North Carolina 

 

_____________________________________________________________________________________
Compliance Director    072ld-4229
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 

______________________________________________________________________________________ 


Senior Manager, Compliance   025pe-4229  
This is a newly created position that reports to the Site QA Director for this growing pharmaceutical company that produces sterile liquids ( aseptic ), semi-solids and other dosage forms. Requires a minimum of a BS degree and 10+ years experience. Competitve salary and benefits. Great low COL location. JOB FUNCTION Plan, manage, and provide Leadership for the activities of personnel with various levels of responsibilities within the Compliance team. Develop and authorize the implementation of site policies and procedures (SOPs) to assure compliance with government requirements (FDA, MHRA, etc.), and corporate policies. Participate as a member of the site Senior Management Team developing site strategies, policies, and successfully implementing the same. Work with Quality Directors to assure alignment of policies and procedures between and within sites. Must be able to represent the company with customers and regulatory agencies.
ESSENTIAL DUTIES AND RESPONSIBILITIES
1. Site Compliance: ensure site is compliant with applicable quality and regulatory requirements for cGMP, QSR, and cGLP regulations.
2. Manage FDA, MHRA, (and other regulatory bodies) and Customer Audits. This includes preparation for and managing responses to FDA and client audit reports, managing CAPA, and tracking other regulatory commitments for the site.
3. Budgets: Develop and manage budgets for the Compliance Team in support of business initiatives and strategies.
4. Customer Interface: Develop and maintain relationships with Customers for current and future products.
5. Internal Audits: Develops plans for and manages the internal audit activities, reporting to management and tracking associated commitments. Performs GAP analysis and manages corrective action.
6. Vendor Audits: In conjunction with Purchasing and QC, identify and manage vendor and service provider audits. Ensure the audit, whether performed by an auditor or a contracting firm, addresses regulatory requirements. Manage corrective actions.
7. Regulatory Expertise: Develop and maintain regulatory expertise and knowledge of industry trends. Advise the organization in matters relating to cGMP, QSR, NDA/OTC requirements, and other regulatory policies and changes being implemented by regulatory agencies. 8. Quality Agreements: Develops standard quality/technical agreements and manages these agreements in conjunction with customers, vendor and contract lab facilities. 9. Other duties as Assigned
Location  Warm with a low COL 

 

_________________________________________________________________________________
Compliance Associate IV   082ld-4229  
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 

 

 _______________________________________________________________________________________

 

Director, QA     086pe-4229
The company is a world leader in pharmaceuticals manufacturing. This site is one of the largest solid dosage production facilities in the USA. Competitive salary and benefits. 
The Director of Quality Assurance is responsible for daily quality activities and cGMP compliance relating to the manufacture, packaging, quality control and distribution of drug products. 
This position oversees site quality systems, batch release, compliance, manufacturing quality, and e-compliance, in accordance with GxP and Company policies and procedures. 
This position provides strategic and tactical direction for site Quality Assurance organization. 
This position is responsible for developing and facilitating implementation of operational and strategic policies and directives, directing the activities of resources, both internal and outside contractors/vendors for site Quality Assurance department. 
Responsible for oversight, management and leadership of all Quality responsibilities including training, internal audits, investigations, complaints, CAPAs, change control APRs, document control, incoming inspection, manufacturing/lab oversight and product disposition. 
Company representative of  position and policy during FDA, DEA, EMEA and other regulatory agency investigations relating to cGMP inspections, customer complaint follow-ups, product recalls and pre/post drug product NDA/ANDA approval inspections. 
Set internal quality procedures ensuring implementation and adherence to Global Quality Standards and cGMPs for Quality Assurance. 
Identify, coordinate and implement systems that assure cGMP compliance and continuous improvements. 
Ensure Quality Assurance disciplines are synchronized in approach, providing continuity between the departments resulting in consistent decision making and superior service. 
Support the continual advancement of the business processes in Quality Assurance assuring compliance and efficiency. 
Key in directing the resolution of site compliance issues. 
Actively involved in creation and improvement of KQIs and develops solutions to enhance data collection, compilation, reporting, and trending. 
Responsible to meet objectives while managing spending, labor and capital to budget. 
Mentor and develop staff. Interfaces with Supply Chain Management to ensure product status and dispositions are made visible and support business needs while maintaining compliance. 
Minimum requirements:
Education: Bachelor's Degree required but Advanced degree is preferred. 
Experience: 
Required minimum 12 years of professional related experience in quality assurance within a pharmaceutical manufacturing environment and a minimum of 7 years management experience required. 
Required experience in solid oral dosage forms and communications with Regulatory Authorities (preferred FDA, DEA, EMEA). 
Experience in Pharmaceutical Manufacturing operations and controls, change management processes, regulatory affairs, validation, leadership, influencing, and negotiation. 
Experience in lean manufacturing practices and quality control a plus. 
Additional Competencies:
Required knowledge of global GxP regulations
Excellent communication, collaboration and team building skills.
Required skills: verbal/written communication, negotiation/influencing, leadership, risk assessment
Basic Computer Skills: MS Word, MS Excel, MS PowerPoint, Adobe Acrobat, ability to learn data entry into various databases 
Required years of experience: Above Ten Years

 

_____________________________________________________________________________________ 

 

Reliability Engineer   NC Pharma client. Base - market $'s.   042ld-4229
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. 
Assist with troubleshooting of electrical, instrumentation and control systems and components (including PLC and software) for the facility and the process equipment. 
Participate in and, when requested, manage and assume responsibility for implementing new complex instrumentation and control systems, complete with adequate documentation and participation in the validation effort. Supports and meets Departmental, Plant and Corporate HS&E goals. Works in a safe and efficient manner. 
Additional Competencies: 
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 
North Carolina 

 

 ____________________________________________________________________________________

 

Quality Control Manager    062ld-4229
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 

_____________________________________________________________________________ 

QA Director    0272ld-4229
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.
 Chicagoland 

 

_________________________________________________________________________________
Quality Control Chemistry Lab Supervisor    0122ld-4229
For this fast-growing pharma company located in NC:
The incumbent/position supervises a pre-assigned group of analysts within the QC Laboratory ensuring that the QC Laboratory services and supports the manufacturing routine operations/ production in an efficient, effective and timely manner.      The incumbent/position also will perform chemical and physical testing on raw materials, in-process, finished products and/or stability samples according to accepted test methodologies and pre-approved protocols. 
QUALIFICATIONS
Bachelor’s Degree in Chemistry or related life/physical science discipline, plus at least 6-six (MS with at least 4 years, Ph.D. with at least 2 years) of related experience in an analytical laboratory, validation, technical services and/or quality compliance setting, preferably in a GMP/GLP industry.  
Experience with the production/release of raw materials, active product ingredients (APIs) and finished products (products such as pharmaceutical, biotechnological, OTC, Nutritional) and method transfer, method validation and analytical customer technical support preferred.
 NC 

 

_________________________________________________________________________________
QA Technical Services Manager     0222ld-4229
Our client is a growing pharmaceutical company in a beautiful ( and low COL ) area of NC. This is a new position so an opportunity to set the standards of performance for this job. Salary and bonus structure are competitve and commensurate with experience. Good relocation and temporary living program. 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. The Quality Assurance Technical Services Manager has the authority to approve Standard Operating procedures, client based study plans, validation/qualification protocols, technical investigations, and other documents requiring Quality Assurance review and approval. The Quality Assurance GMP Technical Services Manager will have the responsibility of working across functional lines to facilitate project teams in the implementation of quality or compliance improvement. He/she is viewed as a subject matter expert on regulatory compliance, operational quality, work process design and control, and technical problem solving. As such he/she is highly visible and demonstrates highly effective oral and written communication skills. His/her ability to create a team approach to the management of quality and compliance is a critical success factor for the incumbent. ESSENTIAL DUTIES AND RESPONSIBILITIES Applies an advanced knowledge of regulatory compliance requirements and operations quality principles across regulated operations Ensures proper implementation of the Quality Management System (QMS)through evaluation of SOPs, operational adherence to SOPs, and timely remediation of non-compliance with QMS standards Leads cross functional teams engaged in quality/compliance improvement activities Facilitates the increased quality/compliance knowledge of line operations Serves as primary resource and technical subject matter expert to line operations in areas of troubleshooting, problem solving, process/method improvement, and the assuring the quality and compliance of these activities Directs complex technical and/or organizational problem solving activities using proven tools such as statistical analysis, screening experiments, Design of Experiments (DOE) etc. Identifies negative trends in quality/compliance and ensures correction of root causes of deficiencies Maintains current knowledge of global regulations and quality standards associated with operations Reviews and approves Standard Operating Procedures, study design plans, qualification and/or validation protocols, investigational test plans, investigation reports, change control requests and other operational documentation where QA review and approval are required Makes sound judgments and decisions and provides proper advice on issues of regulatory compliance and/or work product quality nature Drives the implementation and enhancement of policies and procedures consistent with global health regulatory agencies, customer expectations, and fundamental principles of quality Assure the identification and implementation of advanced quality and compliance management principles and techniques resulting in positive changes in operations Established collaborative relationships with operations, business development and support group leaders across Banner Communicates effectively with personnel at all levels Maintains excellent relationships and professional network within the industry and with health regulatory agency representatives Manages the Quality Assurance Technical Services staff, ensuring its effectiveness and professional development Develops and manages the Quality Assurance Technical Services annual budget Assumes leadership role in managing projects, develops technical and organizational recommendations with significant impact, and uses influence to drive ongoing improvement of quality and compliance Facilitates alignment of quality/compliance and line operations on quality/compliance issues Performs other reasonable, related business duties. SUPERVISORY RESPONSIBILITIES This position supervises the Quality Assurance Technical Services Department. The titles directly supervised include Quality Engineer, Investigations coordinator and Product Quality Services Coordinator. 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. Must use effective time and project management skills in carrying out responsibilities. Demonstrates ability to independently handle multiple projects simultaneously. Articulates and supports strategy, direction, and decisions, assuring their proper execution within the Quality organization Demonstrates role model behavior consistent with company Values EDUCATION AND EXPERIENCE: BA/BS degree in a technical discipline and 6-8 years of experience in GMP compliance within the pharmaceutical industry, or equivalent combination of education and experience. LANGUAGE SKILLS: Ability to write speeches and articles for publication that conform to prescribed style and format. Ability to effectively present information to top management, public groups, and/or boards of directors. Ability to read, analyze and interpret the most complex documents. Ability to respond effectively to the most sensitive inquiries or complaints. MATHEMATICAL SKILLS: Ability to apply mathematical operations, to such tasks as frequency distribution, determination of test reliability, and validity, analysis of variance, correlation techniques, sampling theory, and factor analysis. Ability to comprehend and apply principles of advanced calculus, modern algebra, and advanced statistical theory. REASONING ABILITY: Ability to interpret an extensive variety of technical instructions in mathematical or diagram form and deal with several abstract and concrete variables. Ability to apply principles of logical or scientific thinking to a wide range of intellectual and practical problems. Ability to deal with nonverbal symbolism (formulas, scientific equations, graphs, etc.) in its most difficult phases. OTHER SKILLS AND ABILITIES: Ability to use complex technical and/or organizational problem solving activities using proven tools such as statistical analysis, screening experiments, Design of Experiments (DOE) etc. CERTIFICATES, LICENSES, REGISTRATIONS Six sigma black belt and/or CQE preferred. SPECIAL REQUIREMENTS Must meet applicable DEA security clearance requirements. PHYSICAL DEMANDS The physical demands described here are representative of those that must be met by an employee to successfully perform the essential functions of the job. Reasonable accommodations may be made to enable individuals with disabilities to perform the essential function. While performing the essential duties of this job, the employee is frequently required to stand, walk, and reach with hands and arms. The employee is regularly required to sit, use hands to finger, handle or feel, talk, hear or listen, communicate with others. There are no lifting requirements. There are no special vision requirements. WORK ENVIRONMENT The employee may be occasionally exposed to fumes or airborne particles and toxic or caustic chemicals. The noise level is moderate. PERSONAL PROTECTIVE EQUIPMENT None required, unless entering production 
Location  NC 

 _________________________________________________________________________________________

Manufacturing QA Manager    0224ld-4229
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.

 

_______________________________________________________________________________________ 

 

Regulatory Affairs and Clinical Affairs Sr. Manager, Clinical Operations    0242ld-4229
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:
Management and development of the US Clinical Operations Team, including Study Monitors, Contract Study Monitors, Clinical Operations Coordinator, Study Coordinator and Archivist
Management of all Investigational Veterinary Products (IVP) Inventory and Processes for GCP and GLP studies
Management of US GCP Operations
Management of Technical Support and Technical Review and Document Compliance
Management of the US NPD Study File Archives
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 & Development Director, Technical Service    0252ld-4229
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 cGMPs, 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.

 

_____________________________________________________________________________________
DIRECTOR, R&D    022epg-4229
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, Analytical R&D   0e2ld-4229  
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.

 

________________________________________________________________________________________
Manager, Project Management     a022ld-4229
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.

 

________________________________________________________________________________________ 

 

Manager, Product Launch    022ld-4229
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

 

_________________________________________________________________________________________
SALES and MARKETING Western Regional Sales Manager    022pe4-4229
Profile for ScandiDos Inc. - Western Regional Sales Executive

 

Background: The company is a Scandinavian company that is expanding it's US-based operation for sales and support to the western USA and 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.
Location  West Coast 

 

 ____________________________________________________________________________________


PRINCIPAL PROCESS ENGINEER  - 08dl-03249-cj
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. 

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

Chris Schneider 
Executive Vice President
Strawn Arnold Ashpitz Groover, Inc.
2508 Ashley Worth Blvd., Suite 150 
Austin, TX 78738

O: 512-263-1131 x-355
M: 512-970-8776 l F: 512-263-4149

www.strawnarnold.com

I'm reaching out to see if you may know of any Japanese-speaking, US-based Regulatory Affairs Managers. As a retained executive recruiter, I have a large global and well-respected medical device client looking to fill 2 positions that would serve as a liaison between the US product development team and their Japanese marketing team to manage the regulatory pathway for products to be marketed in Japan.

Your thoughts, contacts and referrals would be much appreciated. Feel free to forward this message to others in your network. My firm and my bio can be viewed at www.strawnarnold.com. Thank you very much for your help.

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

Contact:

Kate Eastaway
Claddagh Resources 
Office:(678) 405 5203
Cell:(678) 614 3160
http://www.linkedin.com/in/keastaway
Promotional Medical Writer, South San Francisco

Permanent, full time position with excellent benefits package 


This is a great position for a PowerPoint guru/ medical writer who enjoys interacting with marketing teams and producing material for educational (not CME) and promotional purposes. The client will also look at candidates with relevant experience who do not have a formal biomedical education 
 
General Purpose/Summary of Job:
 
To produce high quality educational materials for the pharmaceutical industry and other educational bodies to enhance understanding of the product/disease area, thus helping clients fulfill marketing objectives.
 
Primary Duties and Responsibilities:
 
· Carefully take, and correctly interpret and implement briefs from the client or other company staff .
· Research, write, edit and proof copy to the highest standard (scientific and grammatical) for a full range of educational materials for various audiences. Including development of oral presentations, print items, and multimedia.
·  Manage/co-ordinate materials through design/production to print-ready stage, according to the company procedures.
·  Check proofs and printer's proofs (text, layout, color, specification) and sign-off for print/production.
·  Accurate/precise interpretation and incorporation of client/author corrections.
·  Liaise with client, opinion leaders/speakers and company staff to ensure full and documented approval.
·  Provide direction for the development of creative designs.
·  Develop and implement production schedules.
·  Provide on-site support to meet client/company requirements, e.g., on-site writing/editing/production, faculty support, A/V, data gathering, general assistance.
·  Assist clients to disseminate marketing messages in the most appropriate format.
·  Contribute to the development of new business and proposals wherever possible (existing and new clients).
 
Job Qualifications:
 
·  Educated to degree level or above in a biomedical discipline (Masters preferred).
·  Excellent scientific writing style and ability to adapt to target audience.
·  Attention to detail - style/consistency, grammar, syntax, scientific accuracy, layout, etc.
·  Good knowledge of a number of therapeutic areas, medical products and the pharmaceutical industry.
·  Excellent project/time management and organizational skills.
·  Creativity.
·  Excellent inter-personal/communication skills, including client/opinion leader contact skills.
·  IT skills (including WP, database searching, graphics packages, Internet, etc.).
·  Good understanding and implementation of company operating procedures.
·  Knowledge of print/production procedures.
·  Budgetary awareness.
·  Familiar with code of practice guidelines for medical copy/copyright issues.
·  Familiar with drug development regulatory guidelines/issues.

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

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

A 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
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.
****************************************************************************
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.
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