Jobs That Crossed My Desk Through Dec. 27, 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.
Six positions were posted in December on CACO Free Job Links website (http://www.caco-ca.org/aspx/jobs.aspx). The summary of those positions is attached to this email.

Employer                Position
Stiefel, a GSK Company  Chemist I-II
Novartis, Emeryville    Scientific Associate
Relypsa                 "Research Associate
SN003
Pharmaceutical Sciences / Analytical"
3-V Biosciences         Research Associate / Senior Research Associate
Biotech Instrument Company      "REGIONAL SUPPORT SPECIALIST, Biotech Instrumentation
San Francisco Area"
ChemoCentryx Inc.       Scientific Database Administrator
Depomed                 "Scientist III
Quality Assurance"

Contact

Jon.Lenn@stiefel.com
Stiefel, a GSKCompany, Palo Alto

Chemist I-II The Chemist I/II, reports to the Sr. Manager of the Center for Skin Biology and is mainlyresponsible for the execution of laboratory experiments in the Drug Delivery Laboratories of the Center for Skin Biology. He/she will also assist in the development of analytical methods in support of the skin penetration studies and other experiments performed in the Drug Delivery Lab of the CSB.

*BS in Pharmaceutical Sciences, Pharmacology, Biopharmacy, Biology, Chemistry or equivalent_

*A minimum of 3-5 years of related laboratory experience._

*Good understanding of bioanalytical method development and troubleshooting with LCMS_

*Excellent social skills and the ability to work in cross-functional teams

***********************************************************************
ePharmaExpo.com uses the internet to conduct trade shows for the pharma and life science industries.  Besides providing exhibits of various services and products, ePharmaExpo.com also has a click-by-state job bulletin (www.ePharmaExpo.com/biotech-pharma-jobs) for employers/recruiters and job-seekers to post and find pharma jobs, biotech jobs, and other life science jobs for free.  The following is a list of recent job postings:

Computer Systems Validation Consultant
MD
Research Assoicate – Analytical 

Santa Clara, CA
Senior Product Manager


SF  (Northern CA)

Senior Regulatory Affairs Nutrition
NJ

Senior Regulatory Affairs Infant Formula
NJ

Medical Director, CNS


NJ

Product Director, Oncology


NJ

Senior Product Manager, Alzheimer
NJ

Pls go to our job bulletin www.ePharmaExpo.com/biotech-pharma-jobs.  It’s easy to use the View All Jobs function to find jobs.  Pls read the job descriptions carefully.  Pls check that there is a reasonable fit and then follow the specified instructions to apply.  Pls be sure to mention that you found the job(s) at ePharmaExpo.com.

ePharmaExpo.com has also launched its one-of-a-kind science eCards called ePharmaCards.  Pls also check out our new section of Featured Articles, which contain articles about Biotech Start-up, Careers and Employment, Contract Research, and other topics.  Pls also join us at our new linkedin group “Pharma & Life Science Mixer”.  We wish you all lots of successes.

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

Contact

song.lin@novartis.com

Novartis,Emeryville Site, Emeryville CA
ScientificAssociate

The candidate will be responsible for supporting and optimizing a suite of in vitro drug

metabolism assays such as metabolic clearance, reversible or time-dependent CYP inhibitions,

reaction phenotyping studies, CYP induction, plasma protein binding and other transporter

assays. He or she will be dedicated to the daily operation of the existing ADME profiling

assays, including microsomal or hepatocyte incubations, LCMS method development and

LCMSMS sample analysis, with the agreed throughput, and interpretation of the data. Other

responsibilities will include the maintenance and/or trouble-shooting of a number of automation

systems in the lab. The candidate may initiate, lead or participate in the development of new

ADME assays.

_Bachelor's degree with at least 5 years or a Masters with at least 2 yrs in drug metabolism/transporter, pharmaceutics, analytical or related fields, preferable in the biotechnology or pharmaceutical industry. _

_A good understanding of the underlying principles of cell culture, in vitro enzymology, and analytical chemistry is essential. _

_Strong skills in bioanalysis, lab automation, data

_A good working knowledge of application software in lab automation (robot and plate reader). __Expertise in working with high-throughput in vitro ADME profiling assays is highly preferred. _

_Demonstrated skills in bringing projects to completion within specified timelines._

_Strong written and verbal communication skills are essential, along with the ability to work effectively in teams. _

_Knowledge and experience in using Excel for data entry and analysis is required._

_Experience with the use of automation tools in sample preparation is highly desirable.

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

Email: applysn003@

relypsa.co

m

Relypsa ResearchAssociate_SN003_, Santa Clara 
PharmaceuticalSciences /Analytical

RESPONSIBILITIES_

*Conduct analysis of small biomarkers following established chromatography methods_

*Evaluate and improve existing analytical techniques and assays_

*Analyze data and troubleshoot method, hardware and software issues_

*Maintain laboratory equipment and facilities (log books, inventory of consumables)_

*Write analytical test methods, protocols and reports; present analytical data at the team

meetings

* BS or MS degree in Analytical Chemistry, or related disciplines with minimum 2 years relevant industry experience_

* Good knowledge in chromatographic techniques is a must_

* Proficient in one or more of the following detection techniques is plus: UV, PDA, Mass Spectrometry, Conductivity, Emission Spectrometry, RI, Charged Aerosol Detector_

* Must be self-motivated, detail oriented, and flexible towards handling project assignments_

* Must display strong communication, organizational and interpersonal skills for a team-oriented environment_

Benefits:_

Pre-IPO Stock Options; Medical, Dental, and Vision Coverage;Life, Short/Long-Term Disability; Tax Deferral Savings Plans (401(k), flexible spending plan); 15 vacation days per year; 11

paid holidays per year which includes 1 floating holiday;

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

Contact

marc.evanchik@3Vbio.com

3-V Biosciences, Menlo Park, CA
Research Associate /Senior Research Associate

3-V Biosciences is seeking a Research Associate/Senior Research Associate experienced in

quantitative bioanalysis of plasma and other biological matrices to support pharmacokinetic

and in vitro ADME analyses of novel small molecule therapeutics to join the DMPK group. The

successful candidate will have strong technical expertise in bioanalysis using LC-MS/MS and

HPLC/UPLC. Primary responsibilities include developing bioanalytical LC-MS/MS methods for

the quantitative analysis of small molecule drugs, conducting protein binding, cytochrome P450

and other DMPK assays. Experience with solubility screens and formulation for preclinical PK

are a plus. Excellent communication skills and the ability to work in a team environment are

required.

Bachelor or Masters degree and 4+ years of industrial experience _

Extensive knowledge of DMPK science and experience in applying DMPK concepts to drug discovery and drug development _

Practical hands on laboratory knowledge, including LC-MS/MS

_Good organizational, record keeping and communication skills.

_Enthusiasm and motivated team player with a can-do attitude.

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

Please contact Leslie McCarthy at 919-499-1257 and email resume to

lesliem@nscharney.com

Biotech Instrument  Company

REGIONAL SUPPORT SPECIALIST, Science or Engineering degree San Francisco,

CA
Biotech Instrumentation_San FranciscoArea

REGIONAL SUPPORT SPECIALIST, Biotech Instrumentation_San Francisco Area_

_

The Support Specialist performs corrective, preventative, application and installation services

on all Biochemistry products. Youâ€™ll be responsible for documenting and communicating all

customer support actions in an accurate and timely manner. Requires excellent customer skills

and focus. BS in engineering/science, or commensurate experience, with at least 3 years of

experience in the biotechnology-manufacturing environment. Troubleshooting instrument

hardware and software, often under demanding conditions. Insightful and creative problem

solving and excellent follow-through. Work cohesively with sales, R&D and regional team. The

successful candidate will possess a broad range of software, hardware, and instrumentation

experience as they relate to field-based support of biotechnology or systems. Travel up to

50%._

_

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

Contact

ddairaghi@chemocentryx.com

ChemoCentryx Inc., Mountain View, CA

Scientific Database Administrator

As a member of a cross-disciplinary group, your primary responsibility will be maintaining the

scientific databases used to capture biological and chemical information on drug candidates. In

addition to administering the Oracle database, the job responsibilities include administering

research informatics with the following Symyx software: Isentris (creating, maintaining and

updating data sources, forms, and user privileges), Assay Explorer (building templates for

analysis of biological assays, managing and maintaining users through Oracle), Plate Manager

(maintaining and updating screening libraries and assay plates), Logistics (managing reagent

inventory and chemical library databases) and Registration (managing compound registration

database). Responsibilities include proactively performing necessary software backups,

general database maintenance and updates for research and chemical informatics software

(Symyx). Relevant experience includes applying nonlinear regression, Excel, XLFit and

statistics in data processing. You will interact with scientists from a range of departments

(Biology, ADME/PK,

Chemistry, IT) to ensure data entry is seamless and that the databases remain sound.

ChemoCentryx is a clinical-stage biopharmaceutical company focused on discovering,

developing and commercializing orally-administered small molecule therapeutics that

target the chemokine and chemo-attractant systems in order to treat autoimmune diseases,

inflammatory disorders and cancer.

Basic requirements include a Bachelorâ €™s Degree in a computing, engineering or scientific field. Preferred qualifications include a Masterâ€™s Degree and/or 5 or more

years experience in Oracle database administration in an organization dedicated to drug discovery or biological testing.

Candidates having experience with the Symyx suite of informatics (especially Isentris, Assay Explorer, Logistics and Registration) and with Oracle are preferred.

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

Contact www.depomedinc.com.

Depomed Scientist III_QualityAssurance, Menlo Park, CA

This key role provides leadership and support in Depomedâ €™s Quality Assurance

Department. The primary responsibility is the technical review and evaluation of analytical

development and quality control documentation, data, and final reports. This position will

participate on project teams and interact across functional areas, providing technical expertise

in support of method development, method validation and transfer, stability and lot release.

This position reports to the Head of Quality Assurance._

Essential Functions:_

_Provide the primary Quality Assurance technical review and evaluation of:_

1)_Development studies, data, and final reports _

2)_Method validation and transfer protocols, data and final reports _

3)_Analytical testing for lot release_

4)_Stability protocols, stability data, and final reports _

_Review and evaluate investigations of Out-of-Specification/Out of Tolerance (OOS/OOT) for

Management Review_

_Review IQ/OQ/PQ qualifications for laboratory equipment and software_

_Review selected CMC sections prior to regulatory filings_

_Review change control documentation as analytical Subject Matter Expert (SME)_

_Act as analytical SME on internal and external audit teams_

_Provide training on analytical techniques and systems, as required_

_Review Standard Operation Procedures related to analytical development and

quality control

Interact on a daily basis with Quality Control, Operations, Research and Development,

and other cross-functional groups

â€¢_BS or advanced degree in Chemistry, Life Sciences,Physical Science or a related scientific discipline._â€¢_A minimum of 10 years experience with a BS degree or 8

years experience with an advanced degree working in a Pharmaceutical or Biopharmaceutical environment. Experience with solid oral dosage forms preferred._

â€¢_Demonstrated cGMP analytical laboratory experience including a broad working knowledge of USP, EP and FDA guidance documents. GLP experience a plus._

â€¢_Familiar with analytical and QC laboratory systems and processes with proven analytical and problem solving skills._

â€¢_Experience with analytical instrumentation including HPLC, TLC, KF titration, USP dissolution/release rate testing.

_â€¢_Knowledge of ChemStation/ChemStore chromatography data systems (CDS) or equivalent experience including computerized system validation requirements. _

â€¢_Candidate must have excellent written and verbal communication skills_

â€¢_Technical references will be required

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

Nancy J. Symonds
President
NJS RECRUITING SERVICES
415-491-1541 (office)
415-860-2129 (cell)
njs@nancysymonds.com


SR. MANAGER, PROCESS ENGINEERING (IN THE SAN FRANCISCO BAY AREA)
Our client, located in Mountain view, CA is looking for someone with IVD (in vitro 
Diagnostics) experience - to manage the Process Engineering group made up of 3 
people. The group is focused on scale-up and process improvement for a new 
platform for their marketed product. It is a next generation IVD for an Allergy 
diagnostic - it is a one use disposable. 

Please forward this to your 
colleagues. Interested candidates may contact Nancy Symonds, President, NJS 
Recruiting Services, njs@nancysymonds.com for more information. Please email 
resumes as Word.doc attachements.

REPORTS TO: Vice President of Operations 

EDUCATION/EXPERIENCE: PhD degree with 7-10 years of 
experience or MS degree or equivalent with 10+ years experience or BS/BA or 
equivalent in Biochemistry, Biological Science, Chemistry or Engineering with 15 
years experience in immunoassay development or engineering in in-vitro 
diagnostics or the biotech or pharmaceutical industry. Previous supervisory 
experience required. 

SKILLS: 
1. Strong knowledge of natural product extraction, purification, protein characterization and immobilization to solid phase. 
2. Comprehensive knowledge of biochemistry and immunology. 
3. Proficient use of common laboratory equipment and instruments. 
4. Ability to carry out development, process validation and scale-up. 
5. Ability to lead, coach and guide technical group with a participatory management style. 
6. Strong trouble-shooting and potential problem analysis skills. 
7. Ability to communicate effectively in English, both orally and in writing. 
8. Able to lead and manage group in a cost-effective manner. 
9. Strong computer skills (Excel, Word, Microsoft Project, Power Point, etc.) 
10. Project management skills: planning, scheduling and executing. 

ESSENTIAL FUNCTIONS: 
1. Design, execute and document experiments and validations to resolve technical  issues, scale-up processes, improve processes and transfer new products and processes into a cGMP manufacturing environment while complying with QSR and ISO13485. 
2. Analyze and evaluate data and document findings. Make and implement recommendations supported by results. 
3. Develop and validate chemical and biochemical analytical methods to evaluate raw materials and components and transfer methods to Quality Assurance. 
4. Manage the factory scale up of product including, facilities, instrumentation and process 
improvement 
5. Evaluate and investigate raw materials. 
6. Continuous improvement of current products including conjugates and reagents. 
7. Maintain operating and capital budget for department. 
8. Responsible for managing scientist and engineering team 

ADDITIONAL RESPONSIBILITIES: 
1. Train Manufacturing and QA personnel to perform new methods being transferred and document the training. 
2. Manage other projects as necessary. 
3. Perform other duties as necessary. 

PHYSICAL DEMANDS: 
Position requires the abilities to walk, sit, stand, left and carry up to 25 pounds, hear, understand and conveyverbal communications of and to other personnel and the ability to visually discern printed characters as small as 1/16”; close and distant vision. Extended working hours will be necessary at 
times. 

WORK ENVIRONMENT: 
While performing the essential functions of this position the employee will work with chemical and hazardous materials and work in a refrigerated area for up to 30 minutes.
**********************************************************

rupsi_desai@yahoo.com
Contract position at Genentech ( Strong Molecular biology skills )

We have one contract position open in our group.

Job description as follows. 
Duties:
Develop Taqman based allele specific PCR and/or genotyping assays for the detection of rare mutations in patient samples.
Contribute to assay development, testing and validating of assays.
Process patient samples and do data analysis for mutation calling

Skills:
Strong molecular biology skills in PCR or qRT-PCR and data analysis
Experience with developing and optimizing Taqman based assays
Experience with real-time PCR instrumentation such as: ABI7900, Lightcycler, Fluidigm or Biorad CFX
Minimum of at least 2 years wet lab experience in Molecular Biology
Experience in working with clinical samples or blood based samples is a plus.
Ability to work in a collaborative and dynamic scientific environment.

If interested please send me your resume and I will pass it onto hiring manager. 

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

 Scott Bailey, Senior Partner
Ocean Medical, Inc.
EXPERIENCE. MEANS. OPPORTUNITY.
(904) 237-2407
Quality Engineering Position Available

We are currently searching for an experienced Quality Engineer for a
position located in Southern California. 

This professional will understand complex functional situations while
focusing on a fairly new supplier quality system covering robustness,
audits, corrective actions, reduction of defects, along with additional
traditional supplier issues. With the recent merge of two separate vendor
bases, this technical/ professional communicator will reduce the vendor base
while developing and maintaining relationships with the chosen suppliers and
the various engineering disciplines within the company. 

Previous product knowledge should include some sort of electro-mechanical
devices. 

If you would like more details on this position, please call or email me.
Please feel free to pass this email along to others.
*********************************************************************************

Ruba Khenaisser
Senior Recruiter
Medical Devices & Biotech
Aerotek Inc.,
395 Oyster Point Blvd. Ste. 119
South San Francisco, CA 94080

Tel: (650) 825-2932
Fax: (650) 825-2992
Email: rkhenais@aerotek.com
View my LinkedIn Profile
These are all in the SF Bay Area.  Anyone who is qualified/interested to speak further about these or upcoming Clinical/Regulatory positions can send a resume to me.  

-Clinical Contracts Administrator 

-Drug Safety Associate (2)

-Manager, Clinical Operations

-GCP Compliance Specialist (Document Control)

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

Contact Information:
Khenaisser,Ruba 
rkhenais@aerotek.com 
Aerotek - San Francisco, CA 
395 Oyster Point Blvd.
Suite 119, S. San Francisco, CA 94080

Qualified candidates can resumes to rkhenais@aerotek.com. If this doesn't pertain to your background, please take a moment and think of who you can pass this to. I'm sure we all have former colleagues that wouldn't mind hearing from us :)

Quality Systems Engineer, Medical Device
Company: Aerotek 

Location: San Francisco, California 
Category: Engineering Jobs 
Rate: $43.00 to $48.00 per Hour 
Job Type: Contract, possibly to hire 
Posting ID: 2014271 
Posting Date: 12/21/2009 

Quality Systems Engineer, Medical Device Job Description:
Dynamic medical device start-up company is seeking a Quality Systems Engineer to help out on a project basis in consideration for direct employment expected the first half of 2010. 

Quality Systems Engineer will be responsible to take Class I/II medical device company's current risk management to 2009 standards. This will include performing FMEAs and creating SOPs for quality systems as pertaining to risk management. Future projects include preparing technical files for international commercialization (CE and ISO certifications) to Europe, Canada, and Asian markets. Will be using communication skills for technical writing to create SOPs, work instructions, and protocols for commercial release, etc.

Qualified candidate will have a Bachelor's Degree and 3-5 years experience creating Quality Systems for medical devices including ISO 14971 and ISO 13487 exposure and experience coupling risk management with quality systems. FMEA experience required. Medical device experience is absolutely required. 

This is a contract/project-based opportunity to start. Headcount is expected to open in Q1/Q2 of 2010 and this contractor will be highly considered based on performance. This is a part-time position to start doing 15 hours a week with the flexibility to work any days and times. The first project is expected to last 2 months and there are several more in line for next priority. This is a medical device company located near the 4th street train station in San Francisco and several employees commute easily via Cal-Train. This is also ideal for someone who lives in San Francisco and who does not want to continue commuting to the South Bay or Peninsula to continue in the medical device industry. 

Interviews will be happening the first week of January and the assignment will start immediately. 

Required Skills:
QUALITY SYSTEMS
RISK MANAGEMENT
FMEA
ISO 14971
ISO 13485
SOP WRITING
MEDICAL DEVICES
CLASSI/II MEDICAL DEVICE

__._,_.___

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

ePharmaExpo.com uses the internet to conduct trade shows for the pharma and life science industries.  Besides providing exhibits of various services and products, ePharmaExpo.com also has a click-by-state job bulletin (www.ePharmaExpo.com/biotech-pharma-jobs) for employers/recruiters and job-seekers to post and find pharma jobs, biotech jobs, and other life science jobs for free.  The following is a list of recent job postings:

Research Assoicate – Analytical 

Santa Clara, CA
Senior Product Manager


SF  (Northern CA)

Senior Regulatory Affairs Nutrition
NJ

Senior Regulatory Affairs Infant Formula
NJ

Medical Director, CNS


NJ

Senior Product Manager, Lymphoma
NJ

Product Director, Oncology


NJ

Senior Product Manager, Gastro

NJ

Associate Director Marketing

NJ

Senior Product Manager, Alzheimer
NJ

Director of Cytogenetics


NJ

IT Project Manager – PMP


San Diego, CA
Software Manager – Biomedical

San Diego, CA
Pharmacy Technician


NC
Preclinical Sales Manager


home-based or 2 specified locations

JD Edwards CSV Consultants

Pls go to our job bulletin www.ePharmaExpo.com/biotech-pharma-jobs.  It’s easy to use the View All Jobs function to find jobs.  Pls read the job descriptions carefully.  Pls check that there is a reasonable fit and then follow the specified instructions to apply.  Pls be sure to mention that you found the job(s) at ePharmaExpo.com.

ePharmaExpo.com has also launched its one-of-a-kind science eCards called ePharmaCards.  Pls also check out our new section of Featured Articles, which contain articles about Biotech Start-up, Careers and Employment, Contract Research, and other topics.  Pls also join us at our new linkedin group “Pharma & Life Science Mixer”.  We wish you all lots of successes.

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

Scott Bailey, Senior Partner
Ocean Medical, Inc.
(904) 237-2407
Scott@OceanMedical.Net


Subject: Quality Engineering Position Available

We are currently searching for an experienced Quality Engineer for a
position located in Southern California. 

This professional will understand complex functional situations while
focusing on a fairly new supplier quality system covering robustness,
audits, corrective actions, reduction of defects, along with additional
traditional supplier issues. With the recent merge of two separate vendor
bases, this technical/ professional communicator will reduce the vendor base
while developing and maintaining relationships with the chosen suppliers and
the various engineering disciplines within the company. 

Previous product knowledge should include some sort of electro-mechanical
devices. 

If you would like more details on this position, please call or email me.

******************************************************
FYI, if interested contact Ankit Bhatnagar
(973) 993-9383 Ext.3384
ankit_bhatnagar@artechinfo.com

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

Job Title: Qa Reviewer II
Location: South San Francisco, CA 
Duration: 7+ months

Duties: 
Review executed batch records, assess CMO deviations and investigations. 

Review executed versus approved master batch records for compliance to clinical trial protocols, regulatory filings, product requirements and cGMP compliance. 

Ensure that manufacture and testing of clinical supplies of small molecule GMP intermediate (including cytotoxic drugs and/or linkers used in the antibody-drug conjugate program), API and drug product at contract manufacturing organizations (CMOs) is conducted in accordance with cGMP. 

Skills: 
At least 4 years direct experience in quality assurance, including batch record review, for pharmaceutical operations is required. Demonstrated working knowledge of Quality Assurance and manufacturing principles. 

Education: 
BS/BA in a relevant scientific discipline or equivalent and demonstrated working knowledge of Quality Assurance and manufacturing principles. 

Hrs per Wk: 40.0 
Hrs per Dy: 8.0

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.3384, 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.

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

FYI. If interested contact Christopher Corey at 858-217-5582.

From: chris@sgsd.jobs

Subject: RE: Principal Scientist, Formulation Development, in Cambridge, MA


I have attached the other formulation position we are working on with Biogen Idec in Cambridge, MA.

Head of Formulations, BioPharmaceutical Development

Job Description 
Pro-actively devise and implement appropriate drug product development strategies and activities to ensure the timely delivery of pharmaceutically-acceptable drug product formulations for human clinical studies
* Provide strategic direction for US and global registration strategies regarding dosage form development, tactical oversight, and execution of development strategies
* Ensure consistent application of sound scientific and engineering principles and industry best practices
* Significant experience with drug product process scale-up, optimization and validation needs
* Familiarity with analytical methods and instrumentation to characterize pharmaceutical APIs, spray dried powders and other drug products
* Lead preparation of necessary documentation to support regulatory filings such as INDs, NDAs and associated amendments
* Review and approve development reports, batch records, and regulatory documents for submission to FDA, EMEA and other agencies
* Successfully submitted NDAs and have received agency approvals
* Evaluate key opportunities for new drug development candidates; work closely with Drug Discovery to ensure the successful transition of development candidates
* Partnership with cross*functional CMC line functions including Analytical, Pharmacology, Toxicology, DMPK, Process Chemistry, Quality, Global Operations, Clinical, Commercial, Legal and Regulatory to ensure that appropriate formulation development activities are done and resources are allocated to meet project goals
* Works closely with Global Operations to ensure that drug products are appropriately developed to meet CTM supply/demand plans
* Significant experience with a CMC outsourcing model
* Monitors and evaluates vendor performance with input from relevant CMC functions 

Qualifications 
*Education PhD in Pharmaceutics or Chemistry with at least 15-20 years of relevant Pharmaceutical experience
*Ideal candidate will likely have extensive Big Pharma Experience
*Significant successful Small Molecule Pharmaceutical Development experience
* Experience with formulations to support pre-clinical through commercial drug product needs, mastery of solid oral dosage and state of the art formulation technologies.
* Extensive publication and presentation record
* Experience from phase I through commercialization

*Global leadership skills and track record of success

*Experience with CMO Management

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

Alex Showers 

610-941-6300 ext 114
alex@libertyjobs.com 

Senior Medical Writer, Medical Communications
Princeton, NJ/Bucks County, PA area

My client, a premier medical communications company in the local PA/NJ area, is actively seeking a Senior Medical Writer.  This is a position for industry-experienced professionals who have at least 2 or more years of medical writing experience in a medical communications company.     
 
Individuals qualifying for this position will have the following qualifications: 

· An advanced degree in the life sciences is required, PhD, MD or Pharm D degree 

· Excellent communication skills both written and verbal as you will be interacting on a regular basis with staff, clients and industry professionals 

· Strong time and project management skills 

· Knowledge of AMA writing style 

· Hands-on medical writing experience: original and review manuscripts, abstracts, posters, oral presentations, executive summaries, and publication plans 

· Experience in oncology is desired, but experience in other areas will also be considered i.e. (pain management, diabetes, cardio, nutrition, immunology, and hematology, etc) 

· Experience with data assimilation: assimilating safety and efficacy data from clinical study reports 

· Experience working directly with pharmaceutical company medical personnel and key opinion leaders 

· Excellent computer skills: Word, PowerPoint, Excel, and other industry software 

· Experience with creation of strategy, planning and implementing of publications 

 
My client provides good health benefits, paid time off, 401k, and most importantly of all, JOB STABILITY!  In today's ever changing market place this company is very busy due to both existing and new client and accounts they have in place. Very little turnover, room for career growth and advancement and strong stable management in place. This company has a very relaxed business culture in which they work hard and play hard.  They do not micromanage but do provide sufficient one-on-one training so people can succeed and advance in their career. This is a very team-oriented environment, with no internal individual competition. Employees strive to do their best work, so the company succeeds and so they can further their own career. They have an excellent reputation in the industry, with product and service offerings that set them apart from the competition. Company revenue has increased steadily each year over the last 5 years, with the goal of the company to achieve steady growth that is planned and does not jeopardize the quality of client deliverables and/or the staff.  The company has a history of always being conservative in hiring to ensure that the loss of a large account for any reason would not jeopardize staff and company stability. My client has very talented individuals on staff within its different departments who are well respected in their fields who can teach and mentor junior staff. My client offers a competitive package of pay and benefits along with staff that are fully vested in their 401K plan after only 1 year of service. 

 
Please send a word copy of your resume to alex@libertyjobs.com  today for consideration and more details on the company.  All information is strictly confidential.  

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

Contact
 

Sudha Parameswaran

Buxton Consulting

Phone: 925-467-0725

Email: sparam@us-buxton.com 

Biostatistician, Contract
Unspecified Location
Position Description
 

In-house statistical consultant will provide consulting services, analyses, and statistical reports to clinical areas. Will oversee and provide statistical consulting to RMS clinical teams in interpretation of study data. Work on complex statistical problems in which analysis of data requires an in-depth evaluation of various factors.

 

Provide statistical analyses of large dataset for abstracts and journal publications. Write statistical reports as required. We need a professional who exercises judgment within a broadly defined practice and policy in selecting methods, techniques and evaluation criteria for obtaining results. Statistical programming may include creation of analysis specified in statistical analysis plan and ad-hoc analysis. Coordinate the quality-control checking of deliverables (reports, summary tables and graphs). Attend project team meetings and provide expertise.


Requirements 
 
· PhD or Masters degree in biostatistics, statistics, or epidemiology, with at least 5 years of related experience 

· Journal publication background would be great to have

· Familiarity with health economics is also desirable 

· Statistical computing in SAS is required

 

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

James Flom, P.E.
Vice President, Research and Development
Pivot Medical, Inc.
762 Palomar Avenue
Sunnyvale, CA 94085
408-774-1452 main
408-739-4199 fax
415-531-8493 cell
Subject: Mechanical engineer position

Know any mechanical engineers looking for position at a start-up
(across the parking lot from us)?
I am networking to help fill a position here at Pivot. We are looking for a
Senior or Principal Engineer, with strong mechanical and problem solving
aptitude. 

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

One of my New York clients has an urgent need to fill an Account Supervisor
position by the end of the year.  Please post at your earliest convenience.
The ideal candidate will have respiratory launch experience targeted to
primary care physicians.
Salary range is $120-140K.
It's with a boutique healthcare advertising agency.


Jim Brown Associates

15 Southwind Circle

Marina Bay – The Breakers

Richmond, CA 94804-7405

Phone: (510) 235-4472

FAX: (510) 235-4482

e-mail: jim@jimbrownassociates.com
ACCOUNT SUPERVISOR

RESPIRATORY CARE PRODUCTSCandidates must have healthcare agency experience and managed a launch targeted to primary care physicians.  Candidates with respiratory category experience will be given preference.

Summary: Responsible for agency representation to clients, prospects, media, and other vendor contacts.  Responsible for implementation of established marketing strategies, including proactive servicing of existing clients participation in business development activities.

Essential Duties and Responsibilities include the following. Other duties may be assigned.

Account Responsibilities

· Meets regularly with assigned clients.

· Provides immediate follow-through for every aspect of pending jobs.

· Continually explore opportunities to assist each client in meeting their business goals.

· Makes effective use of agency resources in preparation of client suggestions or proposals.

New Business Development

· Prepares preliminary communications plans to support client-marketing plans for new business development.
· Follow-up immediately on any prospective contact in order to schedule a personal meeting to qualify and/or take an initial project assignment.

· Participates in development and execution of agency activities, including personal contacts, direct mail, seminar/convention attendance, and journal advertising lead generation.

· Prepare preliminary communications proposals to meet the needs of prospective clients.

· Participate in agency capabilities and/or communications proposal presentations in accordance with new business opportunities.

· Where directed, provide immediate, professional follow-through to close new business and begin implementation of new projects and agency relationships.

Administration and Account Services

· Prepare contact reports after every personal meeting with established clients.

· Prepare telephone reports when any significant work orders, client concerns, or agency commitments are discussed.

· Conform top appropriate work order, change order, status report, requests for estimates, and other administrative systems for effective agency scheduling and profitable resource utilization.

· Maintain accurate records of expense and time allocations by agency job, complete and submit weekly time sheets and expense reports according to company policy.

· Maintain client relationships through professional, diplomatic interaction, confidentiality among clients, and behavior consistent with a supportive, service-oriented desire to meet clients' marketing needs.

· Maintain a business focus through listening, probing and closing skills to position and sell the most appropriate agency ideas/services for each client.

· Arrange and develop client reports (AE's & Senior AE).

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

We are currently conducting a high level search with Biogen Idec in Cambridge, MA. The opportunity will be coming in as the Head of Formulations within Biopharmaceutical Development (Director/Senior Director Equivalent) 

Christopher Corey
Executive Recruiter
Search Group of San Diego
858-217-5582
chris@sgsd.jobs 

Principal Scientist, Pharmaceutical Sciences
Formulation Development


The Principal Scientist will plan, direct, and execute formulation & manufacturing process development activities in support of development of new products intended for clinical trials and commercialization with focus on controlled-release ocular implants. Conducts research in the area of formulation sciences in support of innovative product development both for new chemical entities and life-cycle management of marketed products.
The essential components of this position are in-depth understanding of pharmaceutical formulation principles, global CMC regulatory requirements as well as strong organizational skills to develop formulations intended for clinical trials and commercialization. Specifically,

Provide scientific and technical leadership for pharmaceutical product development projects and in general, Global Pharmaceutical Sciences.
Demonstrate scientific excellence through scientific reports, published articles in peer-reviewed journals, society participation, regulatory filings, and/ or patents.
Demonstrate experience with biodegradable polymers is required and experience with hot-melt extrusion highly preferred.
Represent department at project team meetings and work closely with other Pharmaceutical Sciences departments, Process Chemistry, Toxicology, Regulatory Affairs, Quality, Clinical Development and Marketing to meet project timelines and objectives.
Apply current CMC regulatory requirements and guidances to support global registration of new products.
Exhibit leadership skills that result in good performance and career development of junior staff.
Have excellent oral and written communication skills.
Qualifications

This position requires a Ph.D.-level education preferably in pharmaceutical sciences or chemical engineering with eight years of applicable experience with emerging national recognition, which is defined as having accomplished three or more of the following:

scientific findings that have the potential to open new markets and market opportunities and will add to the company's technology base
patents in the area of specialization
scientific publications in areas of specialization
has been an invited speaker at national meetings or short courses
has been a reviewer for manuscripts submitted for publication
Must be able to function as a CMC team leader and utilize knowledge of pharmaceutical science, chemical engineering, literature and experience to guide decisions in complex situations. Knowledge of fundamental applications of statistics is preferred.

*****************************************************************************
Joy Bridges

Executive Recruiter

LEGACY MEDSearch

Emerging Medical Technology Recruitment

Phone: 407-898-4440 ext. 104

Fax: 407-898-4494

Joy@LegacyMedSearch.com 

www.LegacyMedSearch.com <http://www.legacymedsearch.com/> 

Click here to apply online

<http://www.pcrecruiter.net/pcrbin/apply.asp?r=Xag%2bRMUmhF%2bvaEfwG%2bK

ITUjVNDaCgrUNozapUeZDjF0ylZzhEDbiB%2fNbVzhrTZ0zBg%3d%3d>

*Our current Medical Device Jobs

http://legacymedsearch.com/find-position.php
Sales Representative - Spine -Northern CA   (Job ID: 215 Sales)

Using your strong knowledge of spinal anatomy and pathologies and

relationships with spine surgeons, you will focus on orthopedic and

neurosurgery spine surgeons and hospital personal, spending the majority

of your time meeting with them in a hospital or clinical setting

Company Summary 

Company is a venture-backed medical device company providing innovative

solutions to the neurosurgery and orthopedic market.

Keywords for this position include: Sales, "Medical Sales" spine,

spinal, DDD, trauma, "Degenerative disk" Vertebra, facet, soft tissue,

bone, lumbar, instrumentation

Qualifications:

BA/BS Degree or higher 

5+ years selling medical device (3 of which must of have been in spine)

· You must be able to discuss the spine and it's anatomy during

the interview (note: this is a "hard requirement hurdle prior to

interviewing with the Hiring Manager. Sorry, but other types implants,

technologies, or product lines will not be acceptable unless you have

spine experience).

· Previous sales management experience preferable

· Previous spine experience required

· Thrives in pre-commercialization, start-up environments

About LegacyMedSearch

With 25 years in the medical industry, our recruiting expertise extends

to most areas of surgery, diagnostic & therapeutic imaging & radiology,

including MIS & LIS procedures. Legacy MedSearch works with

manufacturers of a variety of implants: IMD, AIMD and Class I, Class II

and Class III devices with special emphasis on orthopedics,

neurosurgery, neuroscience, cardiology and cardiovascular and other

emerging medical technology: PMA, 510(k) & IDE device classes.  

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

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

Director, Toxicology
Lead– reports to Vice President, Clinical Development & Medical Affairs– S.
California

Directs and manages company’s toxicology programs for therapeutic MAbs. Prepares non-clinical
development plans including necessary studies and their timing. Designs andreviews preparation of protocols for non-clinical toxicology/toxicokinetic studies. Performs site visits and makes site selection decisions. Serves as Toxicologist on Program Development Teams. Reviews, provides comments and approves study reports for toxicology and toxicokinetic non-clinical studies. Prepares and reviews non-clinical toxicology sections in documents (IND, IDB, BD, NDA) and responses to regulatory agencies. 

Position Requirements:  • Ph.D in toxicology, biochemistry, pharmacology, pharmacokinetics or related sciences; ~15 years of pharmaceutical industry, including 7 years in toxicology and management experience 

• Comprehensive knowledge of drug development (non-clinical and clinical) 

• Experience with non-clinical CROs 

_____________________________________________________________________________

Sr. Scientist/Scientist-
Preclinical Bio-Imaging – S. California

We are seeking a hands-on scientist to direct internal efforts aimed at developing preclinical
Bio-Imaging capabilities. The qualified candidate will establish, manage and maintain new Bio-Imaging facility. He/she will design, execute, and interpret in vivo studies with antibody therapeutics that employ imaging modalities including micro PET/CT in a preclinical, translational setting. The qualified candidate will establish protocols for using bioimaging instruments and be responsible for managing the equipment and training and supervising users engaged in radiopharmaceutical research. The successful applicant will be expected to provide research leadership, technical expertise, and mentorship in the broad area of bio-imaging. The successful candidate will also play an integral role in a cross-disciplinary team of scientists involved in the
discovery and evaluation of biomarkers and mechanism of action for emerging antibody therapeutics for oncology. The position offers a unique opportunity for a talented scientist to work in a dynamic and innovative environment and to develop their career at the interface of basic research and drug discovery. 

  Position Requirements: 

• PhD with a background in radiology, cancer or cell biology that includes analyzing and interpreting
imaging data

• Minimum of 4-5 years of industrial or academic experience in relevant fields

• Research experience
in small animal imaging, managing relevant equipment and interpreting
radiopharmaceutical experiments is critical

• Experience with use
of in vivo models to explore PK, PD and efficacy and their relationship with
biomarker expression is highly desirable 

• A proven publication
record is desirable

• Ability to take charge
and drive projects to completion

• Effective
interpersonal and technical communication skills with ability to report and
communicate study outcomes to project team(s)

• Ability to work in a
team oriented environment and oversee portions of studies performed by other
groups or departments

• Understanding of
ALAAC accreditation and IACUC protocols is highly desirable. 
________________________________________

Senior Scientist /Scientist, Cell Line Development – S. California

We are seeking a highly motivated scientist with strong background in cell and molecular biology with
cell line & bioprocess development experience in a biopharmaceutical organization. The position involves CHO cell line development of antibody product candidates, including vector development, transfection/selection, clone screening, clone selection and antibody characterization. The successful
candidate is expected to work creatively, independently and collaboratively in a dynamic team environment

Responsibilities include basic mammalian cell culture, plasmid transfection/selection and cell
cloning as well as antibody characterization by various techniques such as ELISA, SDS-PAGE, and western blotting. In addition, the candidate will be involved in interfacing with scientists in process development and
manufacturing areas, writing reports and timely communicating results to other members of multidisciplinary teams.  


Position Requirements:  The successful candidate will have a PhD in biotechnology, cell biology, biochemistry or related discipline with minimum 5 years of relevant industry experience. Other required experience
includes expertise in a broad range of molecular and cellular techniques surrounding aspects of cell culture, vector development and expression technologies, cell line development, and cell banking. Experience with
management of research associates and demonstrated leadership is preferred. Excellent verbal and communication skills, as well as the ability to work in a team environment are essential.
_____________________________________________________________________________
Analyst/Sr. Analyst,Process Development – S. California

This position will beresponsible for performing and designing protein analyses in support of the
monoclonal antibody development projects at company. Essential functions include, but are not limited to the following:
• Perform analytical testing of intermediates and final products following SOPs.
• Perform a wide range tests such as: HPLC, SDS Page, ELISA, pH, appearance, UV, IEF, A280, etc.
• Maintain detailed records of assay performance; analyze and interpret test results.
• Recognize results that deviate from established standards, and recommend appropriate actions.
Perform testing necessary to investigate out-of-specification test results.
• Recommend revisions to procedures to improve efficiency and ensure compliance with regulatory requirements and internal procedures.
• Establish SOPs for new assays, materials, products and equipment.
• Effectively and efficiently train other analysts in the performance of complex test methods.
• Comply with good housekeeping and company safety practices.

Position Requirements: 
•Position requires science degree in Biochemistry or related discipline with 3-5 years experience
in the Biotechnology industry. 
•Candidates should possess strong protein analytical skills, expensive hands-on experience with
HPLC and ELISA, SDS Page is required, and proficiency with CE and MS is desired. 
•Should have knowledge of GMP, FDA, and USP regulations and a basic understanding of statistics. 
•Strong organizational, communication and interpersonal skills required, with an ability to flexibly work in a fast-paced multi-tasking environment.   
_____________________________________________________________________
Formulation Development Scientist – S. California

The successful candidate will play a key role in developing and implementing formulations for
the development products of company’s anti-cancer monoclonal antibody. The scientist will interact with the functional groups in the Development, QA/QC, and CMC teams to define and oversee strategy for formulation development.
Essential responsibilities include but are not limited to:
• Lead the design and execution of experimental programs to develop phase I and II clinical formulations
• Supervise pre-formulation activities, such as (pH-dependent) solubility, stability, and excipient compatibility testing of new products
• Develop formulations of adequate stability for research, pharmacology, toxicology and early clinical studies
• Characterize prototype formulations and support development of corresponding analytical methods
• Develop and scale-up of formulation processes using DOE. 
• Maintain a current awareness of formulation and delivery technologies.
• Maintain a current awareness of and enforce applicable government regulatory, safety, occupational health, and environmental requirements.
• Work closely with other Research and Development teams, actively supporting testing of new drug formulations at various stages of development, meeting project timelines and goals
• Contribute to CMC sections for regulatory filings.

Position Requirements: 

 • Ph.D. in a scientific discipline (Biochemistry, Chemical Engineering, or Biochemical Engineering) with 5+ years of relevant experience in the pharmaceutical /biotechnology industries.
• Experience in the pharmaceutical industry is preferred in formulation development or related
biochemistry related areas of development (e.g. purification, stability, analytical). 
• Experience working with monoclonal antibodies and exposure to early phase formulation development activities
• Experience with IV formulations as well as formulation development for poorly soluble compounds would be desirable. 
• Proven experience managing the scale-up and manufacturing of parenteral dosage forms
• Proven ability to apply the principles of the basic sciences, such as physical and organic chemistry, thermodynamics, and materials science, to pre-formulation and formulation development, using a rational, scientific approach.
• Supervisory experience preferred. 
• Must be highly motivated, have excellent organizational and communication skills, and must be able to work independently and as part of a multi-disciplinary team.
_____________________________________________________________________


Research Scientist/Senior Research Scientist, Translational Research – S. California

Key responsibilities include investigating the mechanism of actions of company’s oncology targets and antibody therapeutics with the purpose of guiding clinical studies by providing strategies for patient selection, selecting dose level and schedule, and selection of appropriate combination partners. The qualified candidate will use in vitro cell-based platforms to explore the biology of cancer targets including their signal transduction pathways, mechanisms of action, structure/function relationship, and drug sensitivity/resistance. The candidate will be responsible for identifying molecular markers of sensitivity/resistance, signal transduction processes, and interactions between potential combination partners to guide preclinical and clinical studies. The incumbent will join an interdisciplinary team of scientists and research staff, developing novel anti-tumor antibody therapeutics. The position will involve both management and bench-level activities, and will collaborate with other preclinical scientists in diverse fields of drug discovery as well as medical oncologists directing clinical studies. 

Position Requirements:
Candidate consideration requires a Ph.D. in molecular and cellular biology or similar field with a minimum of 6 years of post-doctoral experience. Industrial experience in Oncology drug discovery and experience managing researchassociates is highly preferred. Successful candidates will have strong written and oral communication skills, be self-motivated, demonstrate leadership and possess an exemplary record of research, as evidenced by publications and patents. Developmental opportunities include leading projects for therapeutic
antibody discovery, building new technology platforms, and team leadership.
______________________________________________________________________

Target Discovery – S. California

We are seeking a highly motivated scientist with strong background in molecular biology or related field with microarray chip, bioinformatics and cancer biology experience in a biopharmaceutical organization. The position involves target discovery and biomarker identification for therapeutic antibody development, including experimental design, data mining, target review, expression profile validation and target candidate selection. The successful candidate is expected to work creatively, independently and collaboratively in a dynamic team environment.

Responsibilities include microarray chip experimental design, specimen processing, data mining, gene characterization at the genomic level, and expression profiling by qPCR. The position requires application of various molecular biology techniques, cell signaling, protein biochemistry and data analysis skills to design, execute and interpret experiments. In addition, the candidate will be involved in interfacing with scientists within cancer research and antibody development areas, writing reports and timely communicating results to other members of multidisciplinary teams.

The successful candidate will have a PhD in molecular biology, biotechnology, biochemistry or related discipline with minimum 5 years of relevant industry experience. Other required experience includes expertise in a broad range of molecular and cellular techniques surrounding aspects of microarray-based discovery, biomarker identification and target selection for product development. Experience with management of research associates and demonstrated leadership is preferred. Excellent verbal and communication skills, as well as the ability to work in a dynamic team environment are essential.

The successful candidate will have a PhD in molecular biology, biotechnology, biochemistry or related discipline with minimum 5 years of relevant industry experience. Other required experience includes expertise in a broad range of molecular and cellular techniques surrounding aspects of microarray-based discovery,
biomarker identification and target selection for product development. Experience with management of research associates and demonstrated leadership is preferred. Excellent verbal and communication skills, as well as the ability to work in a dynamic team environment are essential.

__________________________________________________________________________

Director/Sr. Director, Internal Medicine – New Jersey

Summary

Responsible for the development of scientific and clinical strategies. Leads and drives execution of multiple programs to evaluate,
register, and market pharmaceutical agents that change the practice of medicine and address unmet medical needs. Provides strategic guidance to Marketing, including the development, design and implementation of clinical studies and publications. Participates in product in-licensing due diligence. Manages and directs study programs in a matrix environment. Mentors junior staff members. 

Duties and Responsibilities

Responsible for the overall clinical development of one or more
compounds to fulfill regulatory and marketing objectives.  
1. Delivers Business Results 
* Leads and drives the management and execution of clinical programs and deliverables. 
* Supervise protocol design of clinical protocols, direct review of protocol, and contribute to protocol when needed. 
* Provide oversight of relevant IND and NDA/sNDA submission activities. 
* Leads the implementation of Clinical Development Plans (CDPs) to ensure successful registration and launch of ethical pharmaceuticals. 
* Responsible for oversight of clinical program budgets. 
* MDs will be responsible for the medical oversight of the clinical trial/program and may also function as the Study Physician/Medical Monitor. 
* Serve as subject matter expert for the development of investigator, partner and internal team meeting presentations. 
* May review and approve product labeling and related promotional materials. 
* Key point of contact with partner company, Advisory Boards/Steering Committees, and external consultants. 
* Represent Clinical Development on Project Teams and Medical Marketing meetings. 
* Provide support and advice to Marketing for product commercialization and lifecycle management. 
* Participate in review of in-licensing and due diligence activities for candidate compounds. 
2. Enhances Organizational Performance 
* Promotes and provides guidance to line functions and team members to ensure organizational, therapeutic area and program goals/deliverables are met 
* Contributes to process improvement initiatives 
* Promote team cooperation and team morale. 
* Coordinate with business partners to ensure organizational, therapeutic area and program goals/deliverables are met. 
* Promote high performance work environment through awareness of global industry standards. 
* Maintain awareness of scientific, regulatory, business events and information relevant to therapeutic area responsibilities. 
3. Demonstrates Personal Leadership 
* Demonstrates and develops accountability and ownership expectations for all work product and deliverables at the individual, direct report and team level. 
* Communicate major project/team issues or resource needs to Executive Director, VP and/or senior management as necessary 
* Provide oversight and guidance to Clinical Team Meetings 
* Oversee workload management of direct and indirect reports. 
4. Develops Human Capital 
* Lead a team of direct reports and manage managers 
* Provide mentoring, oversight, and career development guidance to direct reports and junior staff 

ADDITIONAL JOB RESPONSIBILITIES: 
1. May serve as a therapeutic area consultant to other in-house teams within company. 
2. Participate in the writing and/or presentation of data at professional meetings, and reports for presentation and publication. 

Requirements
Advanced degree (Master's, PharmD, PhD, MD) preferably in a health-related field or a bachelor's degree with a commensurate combination of appropriate education and experience 
* Minimum of 10 years drug development or equivalent experience with emphasis on Phase II - IV programs. 
* Demonstrated ability to successfully develop, implement and complete multiple clinical trials and/or programs. 
* Expertise in Therapeutic Area or broad medical knowledge. 
* Proven leadership abilities and a track record of directing multidisciplinary clinical teams. 
* Established authorship and review of documents for regulatory submission. 
* Ability to identify issues, analyze situations and provide effective solutions. 
* Ability to focus on multiple scientific/business initiatives in a timely, budget-conscious manner in a matrix environment. 
* Excellent written and oral communication skills. 
* Proficiency in basic computer skills. 
* Participation in multi-disciplinary project teams. 
* Strong knowledge of GCP/ICH guidelines, FDA regulations and statistics. 
* Experience in mentoring and developing staff. 
* Understands medical and/or scientific basis for clinical development activities, and communicates this understanding to the team and other line-functions. 
_____________________________________________________________________________

Associate Medical Director/Medical Director, Medical Affairs - Midwest 

Will be 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.

Requirements:
M.D. degree, Board Certified or Board Eligible in Designated Specialty (preferred) with subject matter expertise in dermatology or Immunology
Three years clinical or clinical research experience preferred
One year experience in the pharmaceutical industry preferred
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
_____________________________________________________________________

Associate Medical Director/Medical Director - Midwest

Associate Medical Director/Medical Director will support development and execution of clinical drug development plans for novel compounds from P0 through submission and approval. S/he will play a key role in the design, conduct, analysis, and reporting of clinical trials including protocol development, evaluation of safety information from ongoing studies, data analysis and interpretation, and report writing. 
-S/he will collaborate with the project team in developing the clinical strategy, preparation of key regulatory documents, and representing company in internal and external meetings. The Medical Director may serve as medical expert in interactions with regulatory authorities. 
-In addition to clinical trial implementation, the candidate may: organize and lead Advisory Boards or Data Safety Monitoring Boards; support and enhance professional relationships with investigators, consultants, and key opinion leaders; contribute to the evaluation of new products for licensing or acquisition; and provide medical and scientific input to internal teams regarding unmet medical needs, and input on mid-long term research strategies. 

Requirements:  
-M.D. degree, preferably with training in internal medicine, family practice is helpful.
-Minimum two to five years pharmaceutical development experience in the pharmaceutical industry or equivalent academic experience.
-Strong working-knowledge of regulatory procedures and guidelines (preferably US)
-The candidate must demonstrate an ability to manage multiple studies, and to work independently on assigned projects. 
-Effective team player in a matrixed R&D environment
-Excellent presentation and writing skills
-Excellent organizational skills
_______________________________________________________________________

Senior Director, M.D., Psychiatry – New Jersey
Summary
Primarily responsible for the scientific, strategic and clinical oversight of programs to evaluate, register, and market pharmaceutical agents.
Provide strategic clinical guidance to Medical Affairs and Marketing activities, including development, design and implementation of clinical studies and publications. Participate in product in-licensing review. Interact
with partner companies for global development. Must have ability to direct study programs and study team activities. 

Reports to Executive. Director 
Therapeutic expertise preferred in: Schizophrenia, Bipolar Disorder 

Duties and Responsibilities
Responsible for the overall clinical development of one or more compounds to fulfill regulatory and marketing objectives. 
1. Responsible for supervising all aspects of clinical program management, data analysis and approving all clinical documents, study and program activities. 
2. Design and author clinical protocols. 
3. Responsible for leading study team in developing and maintaining timelines for all study related activities including patient recruitment, site contact, ongoing data review, analyses plans, and preparation of study report 
4. Responsible for preparation and approval of relevant IND and NDA/sNDA submission activities. 
5. Responsible for leading clinical team to implement Clinical Development Plans (CDP) and ensure timely and successful registration and launch of compounds. 
6. Responsible for oversight of clinical program budgets. 
7. MDs will be responsible for the medical oversight of the clinical trial or program. MDs may also function as the Study Physician. 
8. Responsible for presentations at investigator meetings, partner meetings and internal team meetings. 
9. May review and approve product labeling and related promotional materials. 
10. Liaise with partner company, coordinating Advisory Board meetings, and may represent the TA on Project Teams and Medical Marketing meetings. 
11. Provide support and advice to Marketing for product commercialization and lifecycle management. 
12. Identify and develops contacts with external consultants and opinion leaders to facilitate timely development and approval of pharmaceutical products and to ensure company's strong reputation in the medical community. 
13. Participate in review of in-licensing drug candidates. 
14. Direct a scientific due diligence in review of in-licensing drug candidates. 
15. Lead Clinical Team Meetings. 
16. May have two (2) or more direct reports. 
ADDITIONAL JOB RESPONSIBILITIES: 
1. May serve as a therapeutic area consultant to other in-house teams within company. 
2. Participate in the writing and/or presentation of data at professional meetings, and reports for presentation and publication. 


M.D. required. 
Therapeutic expertise preferred in: Schizophrenia, Bipolar Disorder 
Minimum of 7 years drug development or equivalent experience with emphasis on Phase II/III programs. 
Demonstrated ability to successfully develop, implement and complete multiple clinical trials and/or programs. 
Track Record of Regulatory Interaction and Submission 
Expertise in Therapeutic Area or broad medical knowledge. 
Proven leadership abilities and a track record of directing multidisciplinary clinical teams. 
Established authorship and review of documents for regulatory submission. 
Ability to lead multidisciplinary teams 
Ability to identify issues, analyze situations and provide effective solutions.
Ability to manage multiple tasks in a timely, budget-conscious manner in a matrix environment. 
Excellent written and oral communication skills. 
Proficiency in basic computer skills. 
Participation in multi-disciplinary teams such as project teams. 
Involvement in process improvement efforts including task forces and committees. 
Experience in mentoring and developing junior staff.

_____________________________________________________________________________

Director, Psychiatry, (M.D.) – New Jersey
Summary
Primarily responsible for the scientific, strategic and clinical oversight of programs to evaluate, register, and market pharmaceutical agents. Provide strategic clinical guidance to Medical Affairs and Marketing
activities, including development, design and implementation of clinical studies and publications. Participate in product in-licensing review. Must have ability to direct study programs and study team activities. 

Therapeutic expertise preferred in: Psychiatry

Duties and Responsibilities
Responsible for the overall clinical development of one or more compounds to fulfill regulatory and marketing objectives. 
1. Responsible for supervising all aspects of clinical program management, data analysis and approving all clinical documents, study and program activities. 
2. Design and author clinical protocols. 
3. Responsible for preparation and approval of relevant IND and NDA/sNDA submission activities. 
4. Responsible for leading clinical team to implement Clinical Development Plans (CDP) and ensure timely and successful registration and launch of compounds. 
5. Responsible for oversight of clinical program budgets. 
6. MDs will be responsible for the medical oversight of the clinical trial or program. MDs may also function as the Study Physician. 
7. Responsible for presentations at investigator meetings, partner meetings and internal team meetings. 
8. May review and approve product labeling and related promotional materials. 
9. Liaise with partner company, coordinating Advisory Board meetings, and may represent the TA on Project Teams and Medical Marketing meetings. 
10. Provide support and advice to Marketing for product commercialization and lifecycle management. 
11. Identify and develops contacts with external consultants and opinion leaders to facilitate timely development and approval of pharmaceutical products and to ensure company's strong reputation in the medical community. 
12. Participate in review of in-licensing drug candidates. 
13. Direct a scientific due diligence in review of in-licensing drug candidates. 
14. Lead Clinical Team Meetings. 
15. May have two (2) or more direct reports. 
III. ADDITIONAL JOB RESPONSIBILITIES: 
1. May serve as a therapeutic area consultant to other in-house teams within company. 
2. Participate in the writing and/or presentation of data at professional meetings, and reports for presentation and publication. 

Requirements
Medical Degree (M.D. required) 
* Minimum of 7 years drug development or equivalent experience with emphasis on Phase II/III /IV programs. 
* Demonstrated ability to successfully develop, implement and complete multiple clinical trials and/or programs. 
* Expertise in Therapeutic Area or broad medical knowledge. 
* Proven leadership abilities and a track record of directing multidisciplinary clinical teams. 
* Established authorship and review of documents for regulatory submission. 
* Ability to identify issues, analyze situations and provide effective solutions. 
* Ability to manage multiple tasks in a timely, budget-conscious manner in a matrix environment. 
* Excellent written and oral communication skills. 
* Proficiency in basic computer skills. 
* Participation in multi-disciplinary teams such as project teams. 
* Involvement in process improvement efforts including task forces and committees. 
* Experience in mentoring and developing junior staff.
********************************************************************************************************

Director, M.D., Respiratory – New Jersey

Summary
Primarily responsible for the scientific, strategic and clinical oversight of programs to evaluate, register, and market pharmaceutical agents. Lead study team for one or more projects within therapeutic areas. Provide strategic clinical guidance to Medical Affairs and Marketing activities, including development, design and implementation of clinical studies and publications. Participates in product in-licensing and acquisition review. Must have ability to direct study programs and study team activities, and mentor junior members. 

Reports to Sr. Director, Executive Director, or Vice President within the Therapeutic Area.

Therapeutic expertise preferred in: respiratory drug development, or clinical training in respiratory medicine is preferred. 

Duties and Responsibilities
Primarily responsible for the scientific, strategic and clinical oversight of programs to evaluate, register, and market pharmaceutical agents. Lead study team for one or more projects within therapeutic areas. Provide strategic clinical guidance to Medical Affairs and Marketing activities, including development, design and implementation of clinical studies and publications.
Participates in product in-licensing and acquisition review. Must have ability to direct study programs and study team activities, and mentor junior members. 
Responsible for the overall clinical development of one or more compounds to fulfill regulatory and marketing objectives. 
1. Delivers Business Results 
* Responsible for supervising all aspects of clinical program management and data review/analysis, and study and program activities from initiation to final report. 
* Design, author and/or review clinical protocols. 
* Prepare relevant IND and NDA/sNDA submission activities. 
* Responsible for contributing to Clinical Development Plans (CDP) and leading clinical team to implement CDP and ensure timely and successful registration and launch of compounds. 
* Develop and manage clinical program budgets. 
* MDs will be responsible for the medical oversight of the clinical trial or program. MDs may also function as the Study Physician/Medical Monitor 
* Responsible for presentations at investigator meetings, partner meetings, and internal team meetings. 
* May contribute, review, and approve product labeling and related promotional materials. 
* Liaise with partner company, Advisory Boards/Steering Committees, and external consultants. 
* Represent Clinical Development on Project Teams and Medical Marketing meetings. 
* Provide support and advice to Marketing for product commercialization and lifecycle management 
* Participate in review of in-licensing and due diligence activities for candidate compounds. 
* May support IIT and CME grant review and approval as a member of the Research Steering Committee 
2. Enhances Organizational Performance 
* Coordinate with and provides guidance to other line functions and junior team members to ensure project metrics and deliverables are met. 
* Contribute to process improvement efforts including task forces and committees. 
* Promote team cooperation and team morale. 
* Coordinate with business partners as part of joint project teams to achieve effective alliances. 
* Promote high performance work environment through awareness of global industry standards. 
* Maintain awareness of scientific, regulatory, business events and information relevant to therapeutic area responsibilities. 
3. Demonstrates Personal Leadership 
* Serve as next line of management in dealing with and troubleshooting issues involving vendors, CROs and sites. 
* Communicate major project/team issues or resource needs to Senior Director, Executive Director, and/or VP as necessary 
* Supervise and lead Clinical Team Meetings, and follows up with line functions as issues arise. 
* Oversee data review process and workload management of junior staff. 
4. Develops human capital 
* Will have two (2) or more direct reports and manage managers. 
* Provide mentoring and career development/guidance to direct reports and other junior staff. 

ADDITIONAL JOB RESPONSIBILITIES: 
1. May serve as a therapeutic area consultant to other in-house teams within company. 
2. Participate in the writing and/or presentation of data at professional meetings, and reports for presentation and publication. 

Requirements
M.D. required, therapeutic expertise preferred in respiratory drug development, or clinical training in respiratory medicine is preferred. 
* Minimum of 7 years drug development with emphasis on Phase II/III /IV programs or equivalent experience Demonstrated ability to successfully develop, implement and complete multiple clinical trials and/or programs. 
* Expertise in Therapeutic Area or broad medical knowledge. 
* Proven leadership abilities and a track record of directing and mentoring multidisciplinary clinical teams. 
* Established authorship and review of documents for regulatory submission. 
* Ability to identify issues, analyze situations and provide effective solutions. 
* Ability to manage multiple tasks in a timely, budget-conscious manner in a matrix environment. 
* Excellent written and oral communication skills. 
* Proficiency in basic computer skills. 
* Participation in multi-disciplinary project teams. 
* Experience in mentoring and developing junior staff. 
* Understands medical and/or scientific basis for clinical development activities, and communicates this understanding to the team and other line-functions. 
__________________________________________________________________

Director/Senior Director, Clinical Development - California

The Director/Senior Director, Clinical Development, will contribute to the clinical development and regulatory approval of anemia product candidates which are currently in Phase II studies in the U.S. The hire
will be a key member of the clinical research team, responsible for protocol design, execution of phase 1, 2, and 3 clinical trials, medical monitoring, clinical data analysis, interpretation and supervision of the reporting of
clinical study data to management and to investigators; interacting with regulatory authorities on clinical issues, including presentations to advisory committees; responding to regulatory questions; interacting with Agency representatives in developing trial plans; and producing regulatory documents. S/he will participate in strategic planning for assigned development programs and act as the Company's liaison to thought leaders and investigators. 

This position will report to the Vice-President of Clinical Development.

Job Requirements:
-M.D. degree, or equivalent, with board certification or eligibility in Nephrology. 
-Minimum of 3-5 years of industry based clinical development experience in a large pharmaceutical or biotech setting. 
-Experience implementing and conducting large clinical trials; Phase II/III experience preferred.
-Strong interest in designing and executing clinical studies. 
-Demonstrated ability to execute and deploy drug development strategic plans, to develop contingency plans, to provide technical and strategic advice, and to meet milestones and budgets. 
-Strategic leadership and tactical skills, excellent initiative and judgment, and the demonstrated ability to positively represent the goals of the Company. 
-Understanding of Regulatory and other ethical guidelines relevant to the pharmaceutical industry, along with the ability to ensure compliance with these external guidelines. 
-Excellent written and oral communication skills 
-Good interpersonal and leadership skills. 
-Demonstrated ability to develop and maintain excellent working relationships with both internal colleagues and external contacts, including key thought leaders, and investigators. 
-Demonstrated ability to work effectively in a team setting; managerial experience will be a plus.
Medical Affairs Director, Latin America (very high level position, must reside in U.S.) - Midwest

Responsibilities:
• Ensuring appropriate activity to provide clinical evidence through clinical development activities. This
includes: promoting, facilitating, advising, and deciding on Medical Affairs related activities. 
• Provide overall medical direction for the commercialization of products. Ensure that medical policies and protocols are in compliance with company Ethics Code.
• Formulate the medical aspects of development plans for targeted therapeutics including necessary strategies to gain regulatory approval leading to commercialization in Brazil.
• The chosen candidate will play a strategic role in building and maintaining effective relationships with
Ministry of Health and Key Opinion leaders.
• Prepare the medical components of product plans, study protocols and other necessary requirements.
• Design, plan and direct the strategy and execution of required testing and protocols within agreed timelines and on budget to move products to full commercialization
• Supervise the creation and quality of Regulatory dossiers to assure there are no unexpected delays. Assure the company is properly prepared for hot line and response requirements
• Providing business-related information on medical practices. This includes: learning the latest information from medical societies, training sessions for MD’s, and daily medical practice.
Providing feedback of product and business practice from customer’s point of view to facilitate development and change of their product / practice to increase customer satisfaction.
• Being an ethical compass for business practice, including keeping a firm position in ethics as a medical practitioner who is close to the end user / patients. Providing independent and objective judgment in difficult cases of business which relate to possible health hazards.

• Leading the Medical Affairs team andcreating team performance in Clinical Evaluation, and medical & scientific translation. In addition, building MA strategy in the short and mid term with aligning Worldwide Medical Affairs strategy and business needs. Execute and continuously valuate and develop services and programs.   

Requirements:
- A minimum of five (5) years in a Medical Director Role but someone with a total of 20 years experience would not be too senior.  
- Medical Degree; must have a License of Medical Doctor & Board certification in at least one specialty with basic medical science and research experience. 
- Strong people management skills
- Basic marketing skills as well as understanding business practices and technical terms in business. 
- Business acumen, a bottom-line orientation, strong management and leadership skills. 
- Must have proficiency in both Spanish and English (Portuguese a plus) in order to interact with the other team clinicians at the corporate headquarters in the US, as well worldwide. 
- Present, discuss, negotiate & persuade the global team in English
- Self motivated, both strategic and tactical in his/her thought process and capable of becoming rapidly engaged in the company’s business
- High degree of self-direction, with the ability to quickly make decisions and accept responsibility for
outcomes   

_____________________________________________________________________________
Medical Director, Pharmacovigilance Physician - Midwest

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.   
_____________________________________________________________________________
Regulatory – NewJersey

Don’t have a description but have a client that needs someone with a similar background. If a NJ location would work for you let me know and by then I might have more information.
Provide all functions of administrative support for Regulatory Affairs
Play key role in preparing, compiling and submitting multiple domestic and international FDA submissions 
Achieve timely Pre-IDE FDA submission
Identify document solution need withinRegulatory Affairs
_____________________________________________________________________________
Manufacturing Associate II 

Responsibilities:
-Perform a variety of clinical manufacturing activities, including cell culture, filtration operation
of bioprocess systems. 
-Operations are predominately performed in a clean room and are conducted under GMP guidelines.
Additional Responsibilities as MAII:
-Train in other area of MFG. 
-Assist with batch record review and greater interaction with other departments. 
-Take on additional responsibility in area of equipment maintenance, training co-workers and the like. 

Position Requirements: 
- BS in biological or other science related field and 3+ years relevant industrial experience in the
manufacture or development of FDA regulated Biological Products. 
-Clinical or commercial manufacturing experience preferred. 
-Broad based technical knowledge with manufacturing equipment (i.e. Bioreactors, filtration, mixers, purification etc.). 
-Excellent organizational skills, written and oral communication skills and ability to multi-task. 
-Must possess mechanical aptitude. 
___________________________________________________________________________

Research Associate /Senior Associate, Target Function - MAb Assays 

The qualified candidate will be responsible for in vitro target validation activities and monoclonal
antibody (MAb) screening. Characterization and functional validation of MAbs in a variety of cancer relevant cell-based in vitro assays will be a major emphasis. The position involves validation and characterization of synthetic siRNAs and lentiviral shRNAs, development of in vitro cell-based assays, immunological techniques including FACS, immunofluorescence, immunoprecipitation & Western blotting, and extensive work in intracellular signal transduction and molecular pathways. In particular, the incumbent will use target silencing techniques (RNAi) in endogenously expressing cell models, and recombinant target expression in heterologous systems, to identify target-specific cancer phenotypes. Additionally, the candidate will be
responsible for discovery of the molecular mechanisms involved in these phenotypes. The candidate will also be responsible for mammalian cell tissue culture work and will provide general lab support functions.   

Position Requirements:  The position requires a BS or MS in Biology or a related field with a minimum 3 years of practical experience in a research laboratory in the required activities. Industry experience and previous work in biochemical, immunological, cell culture and cell-based techniques are essential. Excellent verbal and communication skills and the ability to work both independently and in a team environment are
required.   

ResearchAssociate/Senior Research Associate: Target Validation and Protein Expression 
The qualified candidate will be responsible for supporting in vitro target validation activities. In
particular, the job entails addressing the function of endogenous and ectopically expressed genes using cell based and biochemical techniques such as proliferation/survival, apoptosis, signal transduction and ligand /receptor interaction assays to identify target-specific cancer phenotypes.
Characterization and functional validation of antibodies in the above-mentioned cancer relevant cell-based in vitro assays will be a major emphasis. The candidate will also be responsible for evaluation of the expression pattern of the target protein in cell models and patient tissues using Western blotting/immunoprecipitation, FACS analysis, and immunoflourescence techniques.
Additionally, the candidate will be responsible for mammalian tissue culture work, provision of cell reagents to other groups, and purification of target proteins using bacterial expression systems and provision of general lab support functions. 

Position Requirements:  The position requires a BS or MS in Biology or a related field with a minimum 2 years of practical experience in a research laboratory. Industry or academic experience and previous work in biochemical, cancer, immunological, cell culture and molecular biology techniques are essential. Excellent verbal and communication skills and the ability to work both independently and in a team environment are
required.  
_____________________________________________________________________________

Senior Research Associate, In vivo Validation  

The qualified candidate will join our in vivo team to evaluate the functions of novel cancer targets and determine the efficacy of therapeutic monoclonal antibodies and antibody drug conjugates in mouse models of human cancer. Responsibilities include constructing subcutaneous, orthotopic and other types of tumor xenograft models, administering therapeutic agents through different routes (including intraperitoneal, intravenous, oral, etc), monitoring effects on tumor growth, metastasis, survival and overall animal health. The candidate shall also perform in vivo studies to evaluate surrogate biomarkers and mechanisms of
action for our therapeutic antibodies. In addition, the successful candidate will participate in the generation and characterization of new human cancer xenografts derived from patient specimens and determining appropriate conditions for their growth both in vivo and in vitro. The candidate will aid in planning and organizing daily tasks within the group. The position shall interact with multiple research teams and present research data to team members and in scientific lab meetings. 

Position Requirements: 

The ideal candidate should have a MS in biological sciences with a minimum of 5 years experience in biological research, preferably in an industry setting. Previous experience in handling research rodents, especially immunodeficient mice, is absolutely required. Experiences in pre-clinical validation of cancer therapeutics using xenograft models, performing microsurgical procedures in rodents, xenograft tumor characterization and mammalian cell culture are highly desired. We are seeking a flexible, enthusiastic individual with good organizational and communication skills and the desire to work in a dynamic team environment.   
_____________________________________________________________________________

Cell Culture Engineer /Associate 

This position is a Cell Culture PD Engineer/Associate in the PD group. Key roles and responsibilities
of this position include:
• Design and conduct cell culture experiments for clone evaluation and selection
• Develop robust,efficient, scaleable cell culture processes
• Optimize cell culture media and bioreactor conditions for protein production
• Transfer cell culture process to pilot scale and subsequent Clinical Manufacturing facility for the
manufacture of drug substance. 
• Evaluate and develop new technologies to improve the efficiency of bioprocess at company
• Collaborate with teammembers in the PD at company and the PD at company, Manufacturing, and other
business groups on technology transfers and information exchanges.

Position Requirements  
• A B.S. or M.S. in biochemistry, biology, biochemical engineering or a related field. 
• 1 to 3 years related experience in the biopharmaceutical/biotech industrial 
• Prior hands-on experiences in cell culture process development, especially with shake flasks
and bioreactors.
• Possess good problem solving, organizational, and documentation skills with a strong focus on
details
• Must have excellent organizational and communication skills
• Must be highly motivated and be able to work independently as well as in teams
____________________________________________________________________________

Research Associate Antibody Production

The qualified candidatewill be a member of a versatile and highly skilled team dedicated to the
development, production and evaluation of monoclonal antibodies. A major requirement will be the application of mammalian cell culture techniques to optimize monoclonal antibody production in both WAVE and stirred tank bio-reactors ranging in size from 1L to 100L. This position will involve growing and transfecting mammalian cells and harvesting culture supernatants isolated from both adherent and suspension adapted cell lines. The work scope may also involve optimization of processes, preparation of DNA and performance
of ELISAs and other analytical assays designed to assess cell health and productivity in bioreactor runs. To be successful in this position, the incumbent will need excellent aseptic technique and the ability to perform work
in a careful and meticulous manner. In addition there will be a requirement to assist with the purification of monoclonal antibodies for pre-clinical research
and development

Position Requirements:  
X Bachelors, or Masters Degree in Cellular Biology, Bioengineering, Microbiology or a related field. 
X Minimum of 2 years post graduate experience. 
X Extensive mammalian tissue culture experience, preferably gained in an antibody production
environment. 
X Knowledge of process development for antibody production from hybridomas or recombinant cells;
experience with techniques to improve recombinant protein expression by stable mammalian cell lines is advantageous
X Applicants should be well organized, self-motivated, and capable of working independently and in a
collaborative environment. 
X Experience in antibody purification techniques is desirable but not essential as full training will be given.
X Excellent verbal and written communication
X Excellent organizational skills. 
X Meticulous note keeping will be essential
______________________________________________________________________________ 

Research Associate, Target Discovery 

We are seeking a highly motivated individual with expertise in molecular biology to join our Target Discovery
Team. The successful candidate will have microarray analysis and qPCR experience preferably in industrial setting. The ability to reliably handle and process precious and limited specimens is essential.

Responsibilities include basic molecular biology, RNA isolation, cDNA synthesis, microarray chip
analysis, data processing, primer design, qPCR expression profiling, as well as SNP and variant characterization. In addition, the candidate will be involved in Southern blot and Northern blot analysis   

Position Requirements:  
The ideal candidate will have a M.S. or B.S. in Molecular Biology or related field, with preferably
a minimum of three (3) years of relevant experience in industry. Experience in microarray systems, data analysis, RNA isolation, and real-time PCR is required. Excellent verbal and communication skills, as well as the ability to work in a team environment are essential.
___________________________________________________________________________


Research Associate –Hybridoma, Antibody Production 

We are looking for awell qualified individual to work in our Research Antibody Production (RAP)
Facility. The successful candidate will be responsible for the medium scale production of monoclonal antibodies and other proteins. 

The qualified candidate will contribute to a highly interactive team dedicated to the development and
production of monoclonal antibodies. A major requirement will be:
1. Detailed management of wave antibody production programs so that antibodies are produced and fully
QC¡¦d to meet the requirements of our antibody evaluation and pre-clinical testing activities.
2. Research Antibody Production cell banking in serum free conditions.
3. Management of a large antibody library including collation of quality control data before distribution of purified antibodies to appropriate researchers.
4. Assay coordination with Assay Development and Quality Control Groups.
5. Coordination with other groups to ensure adequate supply of needed antibodies and to ensure that
there is a production train established to meet anticipated needs.
6. Supply of control antibodies to meet demands.
7. New product andreagent evaluation.
8. Data analysis and information dissemination both too Line Manager and other company members.
9. Inventory updating and ordering and for the RAP facility.

Position Requirements:  
X BSc or MSc in Cellular Biology, Biology, Bioprocess Engineering or related field. 
X Minimum of 2 years relevant experience. 
X Extensive mammalian tissue culture experience, preferably gained in an antibody production
environment. 
X Knowledge of antibody production from hybridoma or recombinant cells. 
X Excellent verbal and written communication.
X Excellent organizational skills.
Additional skills (useful but not essential):
X Experience with wave form bioreactors
X Experience with stirred tank bioreactors

_______________________________________________________________________

Research Associate,Cell Line Development 

We are seeking a highlymotivated individual with expertise in mammalian cell culture to join our Cell
Line Development Team. The successful candidate will have cell culture and cell line development experience preferably in industrial setting. 

Responsibilities include basic mammalian cell culture, plasmid transfection/selection and cell
cloning. In addition, the candidate will be involved in antibody characterization by various techniques such as ELISA, SDS-PAGE, and western blotting.   

PositionRequirements:  The ideal candidate will have a M.S. or B.S. in Molecular Biology or related field, with preferably a minimum of three (3) years of relevant experience in industry. Experience in antibody expression systems, production cell line generation, and antibody characterization is required. Excellent verbal and communication skills, as well as the ability to work in a team environment are essential.

__________________________________________________________________________

Research Associate,Translational Research 

Key responsibilities include investigating the mechanism of actions of oncology targets and antibody
therapeutics with the purpose of guiding clinical studies by providing strategies for patient selection, selecting dose level and schedule, and selection of appropriate combination partners. As part of a team, the candidate
will use in vitro cell and molecular biology techniques to explore the biology of cancer targets including their signal transduction pathways, mechanisms of action, structure/function relationship, and drug sensitivity/resistance. Thecandidate will be responsible for design, implementation, and analysis of
experiments as well as both written and oral communication of results and conclusions to the team.   

Position Requirements:  Candidate consideration requires a BS/MS in molecular and cellular biology or similar
field with a minimum of 3 years of relevant laboratory experience. Industrial experience in Oncology drug discovery is preferred. Successful candidates will have strong written and oral communication skills and be self-motivated.   
_____________________________________________________________________________


Director/Sr. Director, Internal Medicine – New Jersey

Responsible for the development of scientific and clinical strategies. Leads and drives execution of multiple programs to evaluate, register, and market pharmaceutical agents that change the practice of medicine
and address unmet medical needs. Provides strategic guidance to Marketing, publications. Participates in product in-licensing due diligence. Manages and directs study programs in a matrix environment. Mentors junior staff members. 

Duties and Responsibilities
Responsible for the overall clinical development of one or more compounds to fulfill regulatory and marketing objectives. 
1. Delivers Business Results 
* Leads and drives the management and execution of clinical programs and deliverables. 
* Supervise protocol design of clinical protocols, direct review of protocol, and contribute to protocol when needed. 
* Provide oversight of relevant IND and NDA/sNDA submission activities. 
* Leads the implementation of Clinical Development Plans (CDPs) to ensure successful registration and launch of ethical pharmaceuticals. 
* Responsible for oversight of clinical program budgets. 
* MDs will be responsible for the medical oversight of the clinical trial/program and may also function as the Study Physician/Medical Monitor. 
* Serve as subject matter expert for the development of investigator, partner and internal team meeting presentations. 
* May review and approve product labeling and related promotional materials. 
* Key point of contact with partner company, Advisory Boards/Steering Committees, and external consultants. 
* Represent Clinical Development on Project Teams and Medical Marketing meetings. 
* Provide support and advice to Marketing for product commercialization and lifecycle management. 
* Participate in review of in-licensing and due diligence activities for candidate compounds. 
2. Enhances Organizational Performance 
* Promotes and provides guidance to line functions and team members to ensure organizational, therapeutic area and program goals/deliverables are met      

* Contributes to process improvement initiatives     

 * Promote team cooperation and team morale. 
* Coordinate with business partners to ensure organizational, therapeutic area and program goals/deliverables are met. 
* Promote high performance work environment through awareness of global industry standards. 
* Maintain awareness of scientific, regulatory, business events and information relevant to therapeutic area responsibilities. 
3. Demonstrates Personal Leadership 
* Demonstrates and develops accountability and ownership expectations for all work product and deliverables at the individual, direct report and team level.  
* Communicate major project/team issues or resource needs to Executive Director, VP and/or senior management as necessary 
* Provide oversight and guidance to Clinical Team Meetings      

* Oversee workload management of direct and indirect reports. 
4. Develops Human Capital 
* Lead a team of direct reports and manage managers * Provide mentoring, oversight, and career development guidance to direct reports and junior staff 

ADDITIONAL JOB RESPONSIBILITIES: 
1. May serve as a therapeutic area consultant to other in-house teams within company. 
2. Participate in the writing and/or presentation of data at professional meetings, and reports for presentation and publication. 

Requirements

Advanced degree (Master's, PharmD, PhD, MD) preferably in a health-related field or a bachelor's degree with a commensurate combination of appropriate education and experience 
* Minimum of 10 years drug development or equivalent experience with emphasis on Phase II - IV programs. 
* Demonstrated ability to successfully develop, implement and complete multiple clinical trials and/or programs. 
* Expertise in Therapeutic Area or broad medical knowledge.   * Proven leadership abilities and a track record of directing multidisciplinary clinical teams. 
* Established authorship and review of documents for regulatory submission. 
* Ability to identify issues, analyze situations and provide effective solutions.    

 * Experience in mentoring and developingstaff.
* Ability to focus on multiple scientific/business initiatives in a timely, budget-conscious manner in a matrix environment. 
* Excellent written and oral communication skills.     

 * Proficiency in basic computer skills. 
* Participation in multi-disciplinary project teams.     

 * Strong knowledge of GCP/ICH guidelines, FDA regulations and statistics. 
* Understands medical and/or scientific basis for clinical development activities, and communicates this understanding to the team and other line-functions. 
__________________________________________________________________________
Senior Clinical Scientist

Participate in all aspects of clinical development and study management under the direction of the Director, Associate Director or designee, which includes providing scientific, and/or logistical support to planned and ongoing trials

Duties and Responsibilities
* Author drafts of study synopses, protocols, protocol amendments, Monitoring Plan and informed consents for Phase II-IV studies. 

* Contribute to the preparation of Investigator's Brochures and IND annual reports. 

* Prepare study report shells. Contribute to or review drafts of study reports.     
* Provide input on CRF design. 
* Review edit check specifications with Data Management.      

* Operationally manage one or more clinical studies. 
* Participate in the development and review Statistical Analysis Plans.      

* Field clinical site operational questions during conduct of the clinical trial. 
* With clinical development management and other functional area input, work with Project Management to establish and revise timelines for studies/projects.     
* Closely monitor and track clinical trial progress as appropriate. 
* Review lab, ECG results of patients in clinical studies looking for evidence of toxicity (or for evidence at baseline that patients with significant abnormalities are being enrolled inappropriately). 
* Interact with PR & D to ensure that there are adequate clinical supplies for a given clinical trial.      
* Review clinical supplies package diagram and labeling.     

 * Assist in planning Investigator Meetings. 
* Evaluate CROs and vendors (patient recruiting services, labs, centralized ECG) for participation in programs. 
* Manage CROs and vendors to ensure adherence to scope of work, budget, and timelines. 
* Assist with preparations for advisory board and regulatory agency meetings. 
* May contribute to scientific/clinical evaluation of potential in-licensing candidates. 
* May interact with Marketing to support commercialization of products.     

 * Attend internal and external meetings. 
* Contribute to the development of documents such as INDs, ISE, ISS. 
* Assist in preparing briefing books, abstracts, manuscripts, poster presentations of clinical study findings and results. 

* Estimated travel time may be up to 10%. 

Requirements
* Qualified candidates will have a bachelor's or advanced degree in life sciences. 
* Experience working in the pharmaceutical industry 3-5 years preferred and at
least 5-8 years experience in clinical research. 
* Global clinical trial management experience required.     

 * Protocol development experience preferred. 
* Medical and/or scientific knowledge in assigned therapeutic area advantageous. 
* Strong written and verbal communication skills are required as well as proven
ability to interact with different functional groups. 

Other key qualifications include knowledge of GCP/ICH guidelines and FDA
regulations, experience with clinical trial design and basic knowledge of statistics, good organizational, interpersonal and presentation skills, proficiency in computer and software skills (Word, Excel, PowerPoint). 
____________________________________________________________________________
Sr. Clinical Scientist, Cardiovascular and Metabolism

Participate in all aspects of clinical development and study management under the direction of the Director, Associate Director or designee, which includes providing scientific, and/or logistical support to planned and
ongoing trials

Duties and Responsibilities
Capable of performing all of the activities and responsibilities of a Clinical Scientist II with more responsibility and greater independence. 

Specifically the abilities to: 
* Supervise two (2) or more clinical study team members 
* Author drafts of study synopses, protocols, protocol amendments, Monitoring Plan and informed consents for Phase II-IV studies. 
* Contribute to the preparation of Investigator's Brochures and IND annual reports. 
* Prepare study report shells. Contribute to or review drafts of study reports.     
* Provide input on CRF design. 
* Review edit check specifications with Data Management.      

* Operationally manage one or more clinical studies. 
* Participate in the development and review Statistical Analysis Plans.     

 * Field clinical site operational questions during conduct of the clinical trial. 
* With TA management and other functional area input, work with Project Management to establish and revise timelines for studies/projects. 
* Closely monitor and track clinical trial progress as appropriate. 
* Review lab, ECG results of patients in clinical studies looking for evidence of toxicity (or for evidence at baseline that patients with significant abnormalities are being enrolled inappropriately). 
* Interact with PR & D to ensure that there is adequate clinical supplies for a given clinical trial.  

*Review clinical supplies package diagram and labeling. 
* Assist in planning Investigator Meetings. 
* Evaluate CROs and vendors (patient recruiting services, labs, centralized ECG) for participation in programs. 
* Assist with preparations for advisory board and regulatory agency meetings. 
* May contribute to scientific/clinical evaluation of potential in-licensing candidates. 
* May interact with Marketing to support commercialization of products.      

* Attend internal and external meetings. 
* Contribute to the development of documents such as INDs, ISE, ISS. 
* Assist in preparing briefing books, abstracts, manuscripts, poster presentations of clinical study findings and results. 
* Estimated travel time may be up to 10%. 

Requirements
Qualified candidates will have a bachelor's or advanced degree in life sciences and at least 5-8 years experience in clinical research. Preference will be given to candidates with clinical trial management and
protocol development experience. Medical and/or scientific knowledge in assigned therapeutic area advantageous. Strong written and verbal communication skills are required as well as proven ability to interact with different
 
Other key qualifications include knowledge of GCP/ICH guidelines and FDA regulations, experience with clinical trial design and basic knowledge of statistics, good organizational, interpersonal and presentation skills, proficiency in computer and software skills (Word, Excel, PowerPoint). 
__________________________________________________________________________
Clinical Scientist II, Psychiatry
Participate in all aspects of clinical development and study management under the direction of the Director, Associate Director or designee, which includes providing scientific, and/or logistical support to planned and
ongoing trials. 
Therapeutic experience in Pyschiatry preferred.

Duties and Responsibilities
Capable of performing all of the activities and responsibilities with direction of the Director, Associate Director, or designee as follows: 
* Plan and manage clinical trial(s) including: 
o Participating in the selection of investigators and study sites. 
o Developing Monitoring Plan in collaboration with the Regional Field Managers.
o Serve as a primary contact for the sites, responding to issues and recommending corrective actions. 
o Monitoring and tracking clinical trial progress and providing status update reports. 
o Managing interactions with contract research organizations (CRO's) and other vendors as required. 
o Interact with Regional Field Managers and Monitors as appropriate, coordinate monitor teleconferences. 
o Collaborate as part of the Study Team with Data Management, in the development of case report forms and participate in the EDC process, when appropriate.     
o Participate in the planning of investigator meetings and making presentations as required. 
o Participate in the preparation of project-specific training programs and training materials. 
o Participate in the response to audit findings of investigator activities. 
o Participate in the review of clinical data at the CRF, data listing, and report table levels. 
* Participate in the preparation of project and study related documents including: 
o Clinical trial outlines, synopses, protocols, and amendments.      

o Investigators Brochures, IND Annual Updates and other documents as required. 
o Clinical study reports, abstract presentations, and manuscripts of clinical study findings and results.      

* Estimated travel may be up to 10 %. 

Requirements
Qualified candidates will have a bachelor's or advanced degree in life sciences and at least 3-4 years experience in clinical research. Therapeutic experience in Pyschiatry preferred. Preference will be given to
candidates with clinical trial management and protocol development experience. Medical and/or scientific knowledge in assigned therapeutic area advantageous. Strong written and verbal communication skills are required as well as proven ability to interact with different functional groups. 

Other key qualifications include knowledge of GCP/ICH guidelines and FDA regulations, experience with clinical trial design and basic knowledge of statistics, good organizational, interpersonal and presentation skills, proficiency in computer and software skills (Word, Excel, PowerPoint). 


________________________________________________________________________________
Senior Statistical Programmer

Senior-level position that performs statistical programming for clinical studies and integrated summaries and in
support of responses to questions from regulatory authorities. This position requires some direct supervision. 

Duties and Responsibilities
*Perform role of primary statistical programmer on all assigned studies. 
*Perform role of validation programmer on all assigned studies, assigned integrated summaries, and responses to requests from regulatory authorities. 
*Create data definition tables for all SDTM and derived data sets for all assigned studies and integrated summaries. 
*Create data mappings, SDTM and derived data sets, and data definition tables for all assigned partner studies. 
*Review statistical analysis plans for all assigned studies and provides comments to study biostatistician. 
*Represent Statistical Programming on all assigned BPSS study teams. 
*Review annotated case report forms and provides comments to study database administrator. 
*Review edit check specifications and provide comments to study data manager.    
*Support direct supervisor and Senior/Director, Statistical Programming. 

ADDITIONAL JOB RESPONSIBILITIES: 
*Provide leadership with respect to Statistical Programming, BPSS, and CDMA.      

*Maintains statistical programming binder for assigned studies. 
*Provide training to new employees and mentor lower-level employees. 
*Develops standard operating procedures for all assigned Statistical Programming processes. 

Requirements
Bachelors Degree in Statistics, Biostatistics, Epidemiology, or Computer Science, or equivalent. 
Five (5) years experience performing statistical programming using SAS® in a pharmaceutical setting, or equivalent. 
*Must have significant knowledge of programming of SAS®. 
*Significant knowledge of drug development.
*Strong oral and written communication skills. 
_________________________________________________________________________
AssociateDirector, CMC-Regulatory Affairs - Northern California

BA degree in a relevant discipline and minimum 10 years of relevant experiencein regulatory affairs. An advanced degree is desirable.
Previous people management experience and direct experience working with Regulatory Authorities.
Experience representing Regulatory Affairs on project teams is mandatory.
Excellent verbal, written, negotiation and interpersonal communication skills are required.
Must have an extensive knowledge of regulatory requirements, including ICH requirements.
_________________________________________________________________________
Sr. Scientist/Principal Scientist - Clinical Pharmacology –New Jersey

Duties and Responsibilities
* Independently plan and design non-clinical and clinical PK and PD studies     
* Responsible for design and analyses of Phase I studies 
* Contribute to the preparation of clinical study protocols and informed consents 
* Work closely with Clinical Research Associates and be responsible for overseeing all aspects of study conduct including evaluation and selection of CRO, study initiation, monitoring, and close-out. 
* Represent Clinical Pharmacology on Project Teams to raise and address non-clinical and clinical PK/PD, and drug metabolism related development strategies.      

* Participate in the preparation of regulatory submissions including Investigator Brochures, annual IND updates, INDs, NDAs, and sNDAs. 
* Perform and interpret clinical and pre-clinical pharmacokinetic/toxicokinetic (PK/PD) analyses using compartmental and non-compartmental techniques; perform and interpret Pharmacodynamic (PD) analyses; establish PK/PD relationships 
* Author technical reports ready for regulatory submissions     

 * Review intra-and inter-departmental as well as partner reports and documents 
* Author manuscripts for publication in peer-reviewed journals      

* Represent CPDD in corporate process Initiatives 
* Contribute to in-licensing evaluations and participate in due-diligence activities    
* Independently propose and defend Clinical Development Plans for new projects 
* Participate in Marketing sponsored Life-Cycle Management activities of projects 
* To have experience (or by appropriate training being able to develop skills) in population PK and PK/PD analysis 
Requirements
Ph.D. in Pharmacokinetics and Pharmacodynamics 
3-7 years of postdoctoral and industrial experience 
* PK/PD models, PK/PD software skills (WinNonlin, Kinetica, Clinical Trial Simulator and NONMEM) 
* Good computer and software skills (MS Office, Sigma Plot, statistical programs).   
* Good knowledge of GCP/ICH guidelines and FDA regulations and guidance     

 * Good understanding of the drug development process 
* Excellent organizational and interpersonal skills     

 * Excellent verbal and written skills 
* Excellent presentation skills      

* Multidisciplinary collaborations 
______________________________________________________________________
Sr.Principal Scientist - Fellow, Clinical Pharmacology and Drug Dynamics – NewJersey

Ph.D. in Pharmacokinetics and Pharmacodynamics with 12+ years experience in the pharmaceutical industry primarily in clinical pharmacology, and also in the preclinical pharmacokinetics and drug discovery research
disciplines. This individual will have responsibility for the pharmacology, pharmacokinetics, pharmacodynamics and safety evaluation of compounds under discovery research, pre-clinical and Phase I development at company within the scope of Clinical Pharmacology and Drug Dynamics Department. This person will
lead and serve as a consultant for topics such as noon-compartmental PK, population PK-PD, MTD and QT prolongation, to the scientists in Clinical Pharmacology and Drug Dynamics Department across all therapeutic areas of interest. 

Duties and Responsibilities
-Responsible for conducting and reporting all Pharmacokinetics, Pharmacodynamics, ADME, Bioequivalence and Bioavailability studies. This includes all studies required for development and registration of drug products
as well as studies in support of commercial needs with input from Marketing. 
-Participates in writing package inserts. Provides input and supervision of preclinical pharmacokinetics and toxicokientics, clinical pharmacology and human pharmacokinetics and bioavailability sections of the NDA's, and SNDA's. 
-Reviews in-licensing dossier, evaluates and participates in in-licensing of drug products. Conducts due diligence. Develops Clinical Pharmacology and Pharmacokinetic strategy for in-licensed compounds. 
-Responsible for conducting and reporting all Pharmacokinetics, Pharmacodynamics, ADME and Bioequivalence and bioavailability studies. 
-Reviews in-licensing dossier, evaluates and participates in in-licensing of drug products. Conducts due diligence. Develops Clinical Pharmacology and Pharmacokinetic strategy for in-licensed compounds. 
-Designs study and generates clinical pharmacokinetic, bioavailability and bioequivalence reports. Directs and coordinates activities between clinical sites and Pharmacokinetics department. Analyzes data and prepares reports for IND, NDA, and ANDA submissions. Analyzes data and prepares toxicokinetic reports. 

ADDITIONAL JOB RESPONSIBILITIES
*Interact with current and potential partners.      

*Represent department in project teams 
*Raise critical PK/PD development issues and provide recommendations to senior management 

Requirements
Ph.D. in Pharmacokinetics and Pharmacodynamics or related field.
7+ years of relevant technical/managerial experience in Pharmaceutical Industry. 
* Understanding of the drug development process      

* Knowledge of GCP/ICH guidelines and FDA regulations 
* PK/PD software skills (WinNonlin, Kinetica, TopFit, NONMEM, etc.)      

* Good organizational and interpersonal skills 
* Ability to communicate effectively verbally and in writing: good presentation skills     

 *Computer and software skills (Word, Excel) 
______________________________________________________________________
Modeling & Simulation Scientist - Clinical Pharmacology -  New Jersey
Modeling and simulation position in the department of Clinical Pharmacology & Drug Dynamics (CPDD) 

Duties and Responsibilities
*Develop and execute appropriate pharmacokinetic (PK) and pharmacodynamic (PD) models, including population PK/PD analyses 
*Provide modeling and simulation (M&S) support to development projects 
*Conduct simulations to support clinical trial design at various phases of drug development 
*Provide input into protocol and CRF design for collection of PK/PD data 
*Create M&S datasets and/or provide PK and PD dataset specifications to
statistical programmers for creation of M&S datasets  
*Prepare M&S analysis plans and reports. Provide M&S input into INDs, NDAs, etc. 
*Support and defend M&S analyses and interpretations at Regulatory Authorities     
*Interact with outside collaborators that provide M&S expertise 
*Participate in in-licensing evaluations and due diligence activities, as appropriate     
*Assist in the assessment and development of new M&S software 
*Mentor scientists within CPDD 

Requirements
PhD in pharmacokinetics/pharmacodynamics or related discipline, MD or PharmD 
Minimum of 2 years experience in the conduct of M&S projects, preferably supporting clinical trials 
*Knowledge and proficiency with the theory and application of PK/PD, compartmental, and noncompartmental analyses and fundamentals of pharmacostatistical modeling 
*Hands-on experience in M&S software including NONMEM, WinNonlin, Trial simulator (TS), S-Plus, and SAS 
*Knowledge of the role of PK/PD analyses in drug development and FDA/ICH requirements for drug registration
*Excellent verbal, written, and presentation skills      

*

Multidisciplinary collaborations Manager, Biodisposition - Texas
Manager, in its Department of Pharmacokinetics and Drug Metabolism, to plan and manage pharmacokinetic and drug disposition studies to support marketing approvals of products by regulatory agencies
world-wide.  They will ensure that all studies and their associated activities are conducted in compliance with all applicable policies and procedures.

Job Responsibilities
key responsibilities: writing, submissions, regulatory work
- Design pharmacokinetic and drug disposition studies in accordance with regulatory guidelines.
- Effectively manage the toxicokinetic program through collaborative relationships with Bioanalytical, Toxicology and Safety Pharmacology units.
- Prepare high-quality technical documents and appropriate sections of drug approval applications.
- Represent the Pharmacokinetic/Drug Metabolism department on R&D drug development teams.
- Participate in and contribute to departmental strategic plans, budgets, and other applicable activities. 
- Effectively manage direct reports, through effective participation and communication, to accomplish successful studies while promoting the development and retention of employees.
- Maintain collaborative relationships with a wide variety of functions in other departments.

Minimum Qualifications
- Advanced degree (Ph.D.) in an appropriate discipline (e.g. Pharmacokinetics, Pharmacology, Biochemistry, Chemistry) with 8-17 years industry experience.
- Demonstrated expertise in the design and conduct of pharmacokinetic and toxicokinetic studies and the analysis and interpretation their study data.
- Superior writing skills are a critical qualification.  Experience in the preparation of global regulatory submission documents highly desired.
- Demonstrated leadership, management and interpersonal skills and the ability to communicate results to internal and external audiences. 


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

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

  Jobs That Crosssed My Desk Through Dec. 13, 2009
ePharmaExpo.com uses the internet to conduct trade shows for the pharma and life science industries.  Besides providing exhibits of various services and products, ePharmaExpo.com also has a click-by-state job bulletin (www.ePharmaExpo.com/biotech-pharma-jobs) for employers/recruiters and job-seekers to post and find pharma jobs, biotech jobs, and other life science jobs for free.  The following is a list of recent job postings:

Research Associate – Analytical 

Santa Clara, CA
Senior Product Manager


SF  (Northern CA)

Senior Regulatory Affairs Nutrition
NJ

Senior Regulatory Affairs Infant Formula
NJ

Medical Director, CNS


NJ

Senior Product Manager, Lymphoma
NJ

Product Director, Oncology


NJ

Senior Product Manager, Gastro

NJ

Associate Director Marketing

NJ

Senior Product Manager, Alzheimer
NJ

Director of Cytogenetics


NJ

IT Project Manager – PMP


San Diego, CA
Software Manager – Biomedical

San Diego, CA
Pharmacy Technician


NC
Preclinical Sales Manager


home-based or 2 specified locations

JD Edwards CSV Consultants

Pls go to our job bulletin www.ePharmaExpo.com/biotech-pharma-jobs.  It’s easy to use the View All Jobs function to find jobs.  Pls read the job descriptions carefully.  Pls check that there is a reasonable fit and then follow the specified instructions to apply.  Pls be sure to mention that you found the job(s) at ePharmaExpo.com.

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

Respond directly to Natalie Shlafman Director, Product Marketing
nshlafman@cardiodx.com
 Their location is in Palo Alto off Embarcadero and 101.



Senior Product Manager
CardioDx

Responsibilities
The Senior Product Manager will play a critical role in marketing the company’s first commercialized product and in developing and launching future products. The Senior Product Manager will work closely with a dynamic, cross-functional team to optimally manage his/her product line, and to maximize sales and profitability as consistent with the company’s short and long-term goals.  Primary responsibilities include the following:

Develop and execute product launch and marketing plans within the product line, including product positioning, pricing, lifecycle maintenance, forecasts and marketing campaigns.
Work intimately with cross-functional team members on product specifications, project planning, and product development and marketing initiatives.
Foster working relationships with leading physicians, key opinion leaders and other appropriate stakeholders to ensure that the company’s products meet customer needs and to drive product adoption.
Support the sales team and customers on a daily basis as the product expert for his/her product line.
Play a lead role in creating internal and external communications, presentations, educational and promotional materials.
Support conferences, meetings, exhibits, and customer visits.
Work to ensure ongoing business success of products (assign deliverables, drive core team decisions, resolve conflicts, make product tradeoff decisions, remove barriers to progress).
Contribute to and leverage market research and competitive analysis to optimize product line strategies.

Qualifications
CardioDx seeks to recruit a motivated team member with significant industry experience, drive, and enthusiasm. The candidate will have a track record in analyzing the complexities of the healthcare system and be excited by the opportunities presented by molecular diagnostics.  He/she will have experience designing and implementing product launch plans, and will drive overall product management throughout the product lifecycle. Familiarity with regulatory and reimbursement issues is important, as is being able to understand trends within the pharmaceutical and medical device industries.  Excellent communication skills, both written and verbal, are essential and the highest level of integrity is required.  More specifically, the ideal candidate:

Has an undergraduate degree in business, science, or engineering, and an MBA. 
Has a minimum of 5 years of marketing and product management experience, with at least half of that time spent in healthcare-related fields.
Has a solid track record in engaging customers and managing day-to-day relationships with the salesforce and other external business partners.
Has focused his/her skill sets and interests on product management. 
Is knowledgeable in current practices of clinical management of cardiovascular disease.
Can develop and implement go-to-market plans for new products, working with all functional groups to meet the company’s business objectives. 
Experienced in working directly with management to drive decision-making. 
Possesses strong project management skills that excel in a dynamic, cross-functional team setting.
Compensation
CardioDx will offer the successful candidate an attractive cash compensation package with equity participation.  
Contact
Natalie Shlafman


****************************************************************************************************************
Apply online through www.Beaker.com

Scientist I MedImmune

Mountain View

	Title: Scientist I Location: CA, Mountain View - NON SALES Req: 02146 Major Duties and Responsibilities (including supervising others): Primary responsibility is the care, maintenance, and operation of a BD LSRII flow cytometer. This responsibility encompasses the development of multicolor (up to 9 color) cytometric assays, surface staining, intracellular staining, and flow-based functional assays (proliferation, lytic activity, degranulation, signalling). This individual will assist multiple lab members in the set-up of flow-based experiments, including calibration, compensation, fluorochrome selection, antibody titration, acquisition, and data analysis, as well as conducting independent studies. Frequent communication with BD and other vendors regarding maintenance and optimization of the LSRII is required. This individual will also participate in vaccine development projects requiring the performance of other non-flow-based immunological and virological assays, including cell isolation from blood and tissues, ELISA, ELISPOT, Bioplex, MACS, TCID50, EID50, HAI, RT-PCR, etc. Duties will entail handling of primary cells and tissue from mice, ferrets, monkeys, and humans, as well as cell lines and virally infected cells. An ability to undergo rapid training and to work semi-independently is preferable. This individual will be required to contribute to technical reports and to present their findings. 

	

	  

	Candidate Qualifications 

Special Skills/Abilities: The following technical skills are desired: diverse and thorough skill set of cell culture procedures, wide knowledge of immunological based assays, specialized knowledge of cell cytometer operations, with LSRII experience strongly preferred. High level of comfort with Word, Excel, PowerPoint, FlowJo, and Prism or an equivalent graphing program. Job Complexity: High Supervision: Candidate should perform the work semi-independently, with minor supervision. Educations: Education: B.S. or M.S. in Immunology, Virology, Microbiology, Cell Biology, or a relevant Biological Science. Experience: Greater than 5 years relevant working experience in an area involving immunology, virology, or vaccinology is required. Greater than 3 years experience working directly with flow cytometers and running flow-based assays is required. Some experience with infectious disease, adjuvants, vaccine development, in vivo animal models, or cell-based immunological assays is strongly preferred. Direct experience with the BD LSRII flow cytometer is required. 




***************************************************************************** Apply online through www.Beaker.com

Scientist II/Senior Scientist MedImmune

Mountain View - NON SALES CA 94043 US
	Position Description 

	Title: Scientist II/Senior Scientist Location: CA, Mountain View - NON SALES Req: 02097 Position Summary: Major Duties and Responsibilities (including supervising others): The candidate will conceptualize, plan, and provide laboratory leadership for biologic vaccine formulation and drug product development. Major responsibilities include pre-formulation, formulation characterization, stability studies, drug product development, and manufacturing support. Other duties include development of screening methodologies of candidate formulations, testing using cell-based assays, immunoassays, or appropriate biochemical/biophysical methods. The candidate may manage junior staff, vendor sourcing and collaborations as appropriate. The candidate will interface with members of other departments within the company, which may include employees at other company locations, as well as contract laboratories or service providers. Some domestic and international travel may be required. 

	

	  

	Candidate Qualifications 

Special Skills/Abilities: The candidate should have a proficiency in the use various characterization methods such as laser light scattering, thermal analysis (e.g., MDSC, ITC), microscopy (TEM), spectroscopy (e.g., CD, UV) or other techniques to evaluate biological molecules. Knowledge of advanced statistics (e.g., DOE) is a plus. Job Complexity: The candidate must be able to develop approaches to plan and execute complex tasks and is expected to manage projects within the project timelines.. Supervision: The candidate is expected to work with minimal supervision and is expected to work in the laboratory. The candidate may supervise and mentor junior staff. Educations: Requirements/Qualifications: Education: PhD in Pharmaceutical Science, Biochemistry/Microbiology, Chemical Engineering, or a related field. 3 ' 7 years (Scientist II) or 7 ' 10 years (Senior Scientist) of industrial experience related to the position responsibilities. Experience: Experience and understanding of biologic formulation development are required. This includes an expertise in pre-formulation and application of biophysical and biochemical methods to characterize formulations, formulation process and product-container/device interactions. Experience in elucidating the mechanistic basis of biologic stability (protein, virus) is highly preferred. Additional experience in biologic liquid/frozen formulation and freeze-thawing process development is desirable. Experience with live virus vaccine development, biological assay and analytical development/qualification are desired. 

  



	


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

If you can, please let your colleagues know that ArthroCare is still hiring- they should just check our website and apply online. 

Pam Aakhus, RN, CCRC
Patient Recruitment SpecialistArthroCare Corporation, 680 Vaqueros Avenue
Sunnyvale, CA 94085
 

408-735-6719 office
408-338-8150 mobile
408-735-6295 fax 
pamela.aakhus@arthrocare.com 
**********************************************************

Kim Ennis R.N., Partner 
_ennis@bioquestinc.com_ (mailto:ennis@bioquestinc.com) 
Brad Buehler, Vice President 
_buehler@bioquestinc.com_ (mailto:buehler@bioquestinc.com) 
Heather Linehan, Vice President 
_linehan@bioquestinc.com_ (mailto:linehan@bioquestinc.com) 
BioQuest LLC 
100 Spear Street, Suite 1125 
San Francisco, CA 94105 
Phone (415) 777-2422 
_www.bioquestinc.com_ (http://www.bioquestinc.com/)

Position Specification 

Title: 

Director, Regulatory Affairs & Quality 
Opportunity: 
The Director of Regulatory Affairs & Quality will have the unique opportunity to join a rapidly growing, commercial stage medical device company manufacturing and distributing Class III devices in the Vascular Closure Arena. Founded in 2002, AccessClosure is a privately held medical device company that is pioneering innovative access site management products designed to address the complex challenge of vascular closure during interventional and diagnostic procedures. 

As a key member of the AccessClosure team, the Director of Regulatory Affairs and Quality will play a significant role in developing and leading the ongoing strategic direction and management of the Quality organization. Simultaneously, this individual will work closely with the EVP, Regulatory, Quality and Clinical Affairs regarding future submissions to the FDA and notified bodies, helping to guide the Company’s internal efforts regarding regulatory issues relevant to product extensions, new indications, audits, labeling, manufacturing changes and related PMA amendments. This individual will be flexible in their approach, possessing the capabilities to be hands-on as well as a strategist for the quality and regulatory functions. 
A compelling feature of this opportunity is this individual will be exposed to all aspects relevant to regulatory and quality functions. This opportunity also represents a positive learning experience working with a Company 
which has consistently met timelines and milestones including the approval of three Class III devices and approximately 20 supplemental approvals in the past three years. This represents an opportunity to work in a highly energetic, fast-paced, environment accustomed to exceeding goals, which 
translate into tangible results. Combined with a seasoned executive leadership team, rapid growth in revenueand market share, and a strong technology platform addressing an expanding market opportunity, the Company is facing a bright future. 
General Responsibilities: 
The Director of Regulatory Affairs & Quality will be responsible for numerous ongoing regulatory projects in order to remain compliant with all FDA and other U.S. and international regulatory requirements. This position is also primarily responsible for the overall management of the Quality function, ensuring that quality systems exist and are optimized for both business and regulatory compliance purposes. 
The individual reports to the EVP, Regulatory, Quality and Clinical Affairs, and is the Company’s management representative for the Quality system. The Director of Regulatory Affairs and Quality will manage a team of up to 20 professionals in Quality Assurance, Quality Control and Quality Engineering. 
Specific Responsibilities: 
Regulatory: 
· Prepare and coordinate all regulatory filings such as IDE, PMA, PMA Amendments and Design Dossier submissions, and subsequent revisions/supplements and amendments. 
· Attend Project Team Meetings on a regular basis and provide regulatory strategy input. 
· In collaboration with the EVP, Regulatory, Quality and Clinical, help interpret FDA guidelines and regulations, anticipate federal regulatory concerns, help “educate” the agency and integrate regulatory requirements into programs to keep the Company on sound regulatory footing. 
· Oversee a disciplined approach to risk management and regulatory compliance through an intimate understanding of process and systems, ensuring compliance with the FDA and international regulations and guidelines, as well as relevant SOP’s and protocols. 
· Serve as the lead Company representative interacting with federal and state inspectors and other auditors (e.g. Notified Body and distributors) during Company inspections/audits.) 
· Maintain up-to-date knowledge and understanding of regulatory requirements and concerns that affect the Company, and communicate changes to relevant personnel. 
· Continue to build on and maintain the Company's regulatory archive. 
· Prepare international product registrations and licensing documentation. 
· Lead the management of various compliance databases and produce reports as needed. 
· Coach, develop and be a mentor to employees. Allocate internal and external resources as needed. 
Quality: 
· Provide strategic direction and leadership to the Quality Engineering, Quality Assurance, Quality Control and Complaint Handling groups through subordinate managers. 
· Develop and lead the continual improvement and monitoring of the Quality Management Systems based on the business objectives of the Company. 
· Establish and assure that all Quality systems are implemented and followed for internal operations, and at contractors and vendors, ensuring Quality standards are in compliance with federal, state and notified 
bodies’ requirements with respect to supplying finished goods and/or materials to the Company. 
· Direct all activities related to product release, oversight of stability programs, validations, deviations, investigations, MRB, CAPA, and GMP training QA staff. 
· Periodically inspect facility to ensure QSR compliance. Supervise process for resolution and follow-up of quality problems that arise in the manufacturing and testing, or warehousing and distribution, of commercial 
products. 
· Analyze, investigate, communicate, and lead the process of problem resolution within prescribed scope of authority. Collaborate with Engineering to document non-conformances, and ensure quality problems are 
identified and addressed, as needed. 
· Develop, establish and monitor quality systems, policies, processes, procedures and controls ensuring that performance and quality conform to established company, international (ISO), and governmental regulatory 
standards and agency guidelines. 
· Plan, schedule and complete projects in a manner consistent with Company objectives. Education, Expertise, Personality: 
The profile of the desired candidate will include: 
· Seasoned leader possessing over 10 years of experience in Quality/Regulatory Systems for companies that manufacture Class III, PMA medical devices (cardiovascular experience is preferred). 
· Have significant experience relating to marketing and business issues with a focus on quality assurance and regulatory support of commercial assets. 
· Being well versed with government regulations to assure the development of Quality Assurance and Quality System procedures which conform to relevant regulations. 
· Demonstrated experience in collaborating with Marketing, R&D and Manufacturing regarding guidance on new and amended regulatory filings for the company. 
· Be a respected senior regulatory and quality executive in the industry and have an excellent working relationship with the FDA. 
· Expertise in the FDA Medical Device Quality System Regulation and ISO 13485. 
· Excellent leadership, management, and interpersonal skills. 
· Excellent verbal and written communication skills and a demonstrated ability to communicate clearly and professionally; must have clear and confident oral presentation skills. 
· Proven ability to create improvements in processes and systems. 
· Must be flexible and able to manage multiple projects; being capable of responding to shifting priorities quickly and being an independent decision maker. 
· Have a track record demonstrating capabilities to think on their feet, be assertive, solution oriented and acting as a change agent for the Company while actively soliciting buy-in at the executive level. 
· Ability to comprehend principles of engineering, physiology, and medical device use. 
· Minimum of a Bachelors degree in a scientific or health care discipline. 
The Company: 
Based in Mountain View, CA (SF Bay Area), AccessClosure is a rapidly growing commercial stage, privately held medical device company, which manufactures and markets innovative, novel devices for vascular closure procedures. Since its inception, the Company has grown to approximately 300 professionals and has made significant inroads in market share through an elegant product approach with their flagship product, the Mynx vascular closure system, used during interventional and diagnostic procedures. Vascular closure devices were introduced in the early ‘90s and are used by physicians to close the femoral artery after diagnostic and interventional cardiovascular procedures (procedures used to either diagnose or treat diseased vessels). Prior to the development of vascular closure devices, the only way to close the femoral artery was through manual compression. This entails applying external manual pressure directly to the puncture site by a nurse and/or a clamp or sandbags, after which time the patient must lie still for many hours. Physicians often choose to use a vascular closure device, such as the Mynx, rather than manual compression because patients generally stop bleeding faster and therefore can walk around and leave the hospital sooner than with manual compression. 
The Company’s first product, the Mynx vascular closure device, is based on a conformable, water soluble polyethylene glycol (PEG) sealant that instantly expands in the tissue tract by rapidly absorbing blood and 
subcutaneous fluids. The sealant then dissolves within 30 days, leaving nothing behind but a healed artery. 
Designed for patient comfort, The Mynx Vascular Closure Device provides the patient with a comfortable experience. The unique Mynx sealant coupled with a gentle deployment that avoids tugging and cinching of the artery, helps to minimize pain and offer the patient a more comfortable closure experience. The Mynx has been authorized for CE Mark and received FDA approval on May 16, 2007. The Mynx is currently available in two sizes and the Company continues to focus on expanding its’ technology platform. 
For more information, please visit the Company’s web site: 
http://www.accessclosure.com 
*************************************************************************************
Ronald H. Coelyn 

E-mail: rcoelyn@coelyngroup.com 

Phone: 817-424-3652 

web: http://www.coelyngroup.com 
We would value your help in identifying some exceptional candidates for one very special client in particular.

This client is a publicly traded biotechnology company with an exciting array of drug discovery platforms aimed at many important disease states.The Company currently has products under review by the FDA. As the technology is proprietary and highly confidential nothing more can be said about it at this time.

Vice President, Technology Development & Commercialization 

Reporting to the Chief Scientific Officer, the successful candidate will have a demonstrated track record of success in (1.) collaborating with the Advanced Development teams and Marketing in anticipating changes and needs in the market place; (2.) driving initiatives related to future potential and capabilities; (3.) supporting the product development team with state- of-the-art laboratory methods, research tools and analytical/modeling techniques to understand and guide the performance characteristics and clinical relevance of products under development; (4.) have prior experience in the preparation of regulatory documents; and (5.) have experience in supervision and management of scientific teams.

Minimum Qualifications:

1. A highly intelligent, seasoned individual with a solid track record, ten (10) to fifteen (15) years in duration of demonstrated ability to design elegant, compelling and definitive product development programs. 

2. This position requires a minimum of a Master's degree in a relevant field of hard science and a strong working knowledge of clinical, medical and biomedical science applicable to the Company's fields of endeavor. A Ph.D. is highly desirable 

3. Knowledge of product development tools and procedures. 

4. Knowledge of FDA regulations for design control and manufacture of biotechnology products. 

The Company is currently very well financed and is located in the San Francisco Bay area.

Given the uniqueness of the position, the successful candidate may instead be situated at the Company's research facilities in Southern Californa. That said, he/she must demonstrate the ability to work effectively with a great deal of autonomy. 

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

*********************************************************************
CONTACT:

Brian Cole

Medical Device Recruiters, Inc

brian@mdrecruit.com
http://www.mdrecruit.com
We have  face to face relationships with every one of our clients.  Your information is being submitted to hiring managers that we know and they will provide us feedback.  We also work to build face to face relationships with Medical Device professionals by attending 10-14 major Medical Device conferences annually.  

Bay area positions include:

R&D Manager – catheter experience a must

Senior Manufacturing Engineer

Senior Quality Engineer (several positions with several companies)

Sr Supplier Engineer

Principal SW Quality Engineer

Senior R&D Engineer – catheter experience a must

Senior Regulatory Affairs Specialist – 510k & PMA experience required

Quality Engineering Manager

Regulatory Affairs Manager

Outside of bay area positions include:

VP Marketing – orthopedic company

VP Marketing – spine company

Director Marketing – Interventional cardiology experience a must

Senior Product Managers – several, must have interventional cardiology experience

Senior Product Managers – several orthopedic and spine companies

Principal Quality Engineer – must have Class III experience

Reimbursement Director – 2 positions

Reimbursement Manager

Senior Product Development Engineers – several spine companies

NOTE: We only place Medical Device professionals with Medical Device experience.  Sorry, our clients do not allow us to submit candidates without experience within the Medical Device industry.

Also, we only recruit in Sales at a Director/VP level.

Please contact Julie Bukar at Julie@... if you are interested in
these positions or know anyone else who might be.

Julie
www.JGBBioPharma.com
Julie@JGBBioPharma.com
650-520-3433

Yesterday I posted a need for a Clinical Research Assistant for a contract
position. That position is still open but I just got the following additional
contractor openings:

TWO CRA to Senior CRA level: Must have oncology experience. Monitoring
experience would be a nice to have. Work will be at the client site but there
may possibly be a few monitoring trips.

TWO Statistical Programmers: Must know SAS and have done programming for
clinical trials. Can work remotely and be located anywhere.

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

Amanda Bale, HR Coordinator
ClinQua Clinical Trials Inc.
4370 La Jolla Village Drive
San Diego, 92122-1249 
Tel. (858) 605-1793
Fax. (858) 225-3997
www.clinqua.com
a.bale@clinqua.com
I am currently seeking Clinical Research Associates, Data
Management and Regulatory Staff to work on a new Multi-Site
Clinical Study. I have posted some details for the open positions
below. I would like to go ahead with a screening interview to
discuss your qualifications. 

Clinical Research Associate-
Coordinates assigned clinical research studies by performing
diverse clinical, regulatory, and clerical responsibilities
requiring analysis, judgement, and knowledge of clinical research.
Facilitates clinical research studies with participants, staff, and
sponsoring organizations

CRA Candidates must have a BSc in Life Sciences or Nursing and ICH
GCP.

Data Management Candidates must have a BSc in Computer Sciences, or
Life Sciences with applicable data management experience, and
Knowledge of ICH GCP.
*****************************************************************************

Jobs That Crosssed My Desk Through Dec. 6, 2009

Contact  

Joy Bridges

Executive Recruiter

Legacy MedSearch

Joy@legacymedsearch.com
We have this great Bay area job open right now.  Interviews next week!

Director of Clinical Marketing - Medical Devices (Job ID:  217 DCM)
New 11.25.2009 URGENT NEED - IMMEDIATE INTERVIEWS
As Director of Clinical Marketing you will use your strong Business Development and Product Marketing experience, to lead the tactical and strategic management responsibilities for a complex medical/surgical product line.  The ideal candidate will have demonstrated success in need identification and specification and will have led product introductions, developed and executed  marketing plans, identified competitive threats, and cultivated key internal and external physician relationships. You should be adept in both presenting and message in a  persuasive selling style and be a "team builder" as it relates to collaboration with an aggressive and high caliber direct Sales force.  This is an "upstream" marketing role requiring a calculated and analytical risk taker who has knowledge of heighten DOJ scrutiny relative to clinical and regulatory issues - but also someone who can create appropriate strategies to drive revenue growth and complying with relevant regulations. The position also requires a goal-driven, confident self-starter with the flexibility and capabilities to think strategically, execute on timelines to achieve key business goals and influence a wide array of key partners. 


Position Responsibilities
· Approximately 30% of your time will be directed at working with Surgeon / Physician / Clinicians where you will manage need identification in your upstream marketing capacity. Working with your colleagues in R&D, Product Development, Sales, and KOLs, you will develop marketing plans and activities for the product line to establish, enhance or distinguish product placement within the competitive arena. 

· Approximately 30% of your time will involve capitalizing on your prior engineering, clinical, or scientific education and experience as you collaborate in sourcing, negotiating, and executing key strategic business development deals to drive both organic and inorganic growth through acquisition or strategic development. 
· Approximately 30% of your time will be spent in program management on current and new products and enhancements, including product roadmaps, PLC management and then effectively communicating product strategy to the organization with a strong emphasis on sales and external constituents. 

· Represent the company at tradeshows, academic, and specialty meetings where you will become an expert on both the technical and clinical aspects of the product as you lead advisory panels and user groups. 
· Develop responsible promotion strategies to capture increased market share and to grow momentum and continued high morale of the sales force, as well as develop and lead sales training activities. 

· You will lead the development of luminary publications, clinical white papers, sponsored studies and work with leading researchers and universities and develop post marketing protocols to support clinical and marketing efforts. 
Education Requirements:
· Bachelor’s degree ++ in science or engineering or related discipline and 5+ years of progressively increasing experience successfully managing various facets of marketing and business development programs. 
· MBA and/or Clinical experience or MD is also highly desired.

Position Requirements:
· 5+ years marketing experience in medical device industry with strong preference for cardiovascular device experience. 

· Experience in leading new product development efforts form both a technical / specification standpoint and a branding / messaging standpoint. 
· Ability - and desire - to work in an extremely entrepreneurial environment with moderate supervision. 
· Demonstrated process development and implementation skills tempered with the flexibility to be results oriented in a fast-paced environment. 
· Experience with the marketing of complex, medical capital equipment is desirable. 

· Specific clinical, vascular, electrophysiology or interventional cardiology marketing experience is a strong plus. 

· Strong written and verbal skills - you should be a persuasive, engaging, and clinical credible presenter in working with both physicians and customer-facing colleagues.

About Legacy MedSearch 
With 25 years in the medical industry, our recruiting expertise extends to most areas of surgery, diagnostic & therapeutic imaging & radiology, including MIS & LIS procedures. Legacy MedSearch works with manufacturers of a variety of implants: IMD, AIMD and Class I, Class II and Class III devices with special emphasis on orthopedics, neurosurgery, neuroscience, cardiology and cardiovascular and other emerging medical technology: PMA, 510(k) & IDE device classes.  
***************************************************************************

Click here to apply online
 

Joy Bridges

Executive Recruiter

Legacy MedSearch

Joy@legacymedsearch.com
We also have this one where the applicant can live anywhere.  Perfect for a new PhD grad

 

Microbiologist I - Spine  (Job ID # 202 MB)
New 11/23.2009
You will use your PhD and/or experience in Microbiology with medical devices emphasis and your strong knowledge of osteoblast proliferation and bacterial efficacy assays BMP (bone morphogenic proteins) and/or osteoblasts relative to:

Antimicrobial technology
Surgical site infection biology (SSIs) 
Biologics, Bio-Pharma
Spinal implants 
Implantable devices
Orthopedic Devices
Silver Ion Properties


Working in a well-funded start up spinal biologics company you will use apply your education and experience to researching biofilm formation in bone grafts, antimicrobial silver ion technology and infection-fighting materials used in IBF biologics products and be part of a team of renowned scientists working toward an FDA clearance within 12 months
 

Keywords for this position include: Microbiologist, Microbiology, antimicrobial, BMP, "bone morphogenic protein" osteoblast  osteoblasts "bacterial efficacy assays" BMP bioburden, cytotoxicity, "bacterial endotoxin" biocompatibility


 Primary Responsibilities:
·         Apply cGLP, cGMP, ANSI, AAMI, ISO, FDA, EPA, and USP guidelines to the bioburden, cytotoxicity, bacterial endotoxin, and biocompatibility analysis of orthopedic implants and surgical instruments.

·         Conduct process qualification, validation and audits for bio-burden control, sterilization, product safety, aseptic condition control and other areas affecting compliance.  

·         Project coordination including data collection, study design, implementation analysis, conclude recommended course of action and documentation of all aspects for these projects

·         Write microbiology protocols as needed (e.g. test procedures, SOP’s, qualification and validation reports)

·         Support new product development activities.

·         Participate in the development and improvement of the manufacturing processes for existing and new products.

·         Support the development, review and approval of manufacturing process and equipment validation/qualifications (IQ, OQ & PQ).

·         Support product transfers to other plants/facilities. 

·         Review/approve nonconforming material and system documentation.


Position Requirements:
·         PhD in Biology, Microbiology, or closely related life science.

·         Must have 0-3 years educational or applied device or pharmaceutical microbiological or biological testing, research and development.

·         Proficiency in standard microbiology laboratory techniques. Examples of standard techniques include but are not limited to serial dilutions, plating, microscopy, bacterial and fungal identifications, in vitro cell and tissue assays, sterility testing, endotoxin testing, antimicrobial effectiveness and bio-burden testing.

·         Must be knowledgeable in gamma irradiation sterilization techniques 

·         Must be capable of maximizing the biocompatibility of products using industry guidelines and advanced testing technologies. 
·         Must be able to complete complex tasks using creativity, personal experience and good judgment.

Location: This position can be based in Austin, TX or any city in North America, preferably near a major university or research facility. The company is based in Austin, TX and you will travel to the home office on occasion to collaberate in person with your colleagues. This is a permanent, full time position.

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

George Lugue
Management Sciences for Health
814.359.3232
www.msh.org
Potential Position, Deputy Director-Senior Pharmaceutical Management position in Arlington, VA

  I am a HR Staffing Specialist with Management Sciences for Health (MSH).  We are a private nonprofit, international organization working in public health.  I am reaching out to you regarding a potential opening we might have available - we are currently defining our needs.  The potential position is a Senior Level Pharmaceutical Management opening. Below is a job description for a very similar opening for your review. Contact George Lugue if you are interested and qualified.
Deputy Director – Pharmaceutical Management
This Deputy Director position works with the CPM/TSQ Director and other senior CPM managers to develop and implement technical strategies and approaches for implementation in the Strengthening Pharmaceutical Systems (SPS) and other CPM projects. He/she also develops and implements programs to ensure that CPM’s technical work meets high quality standards and achieves intended objectives, aligned with MSH’s Results Management Framework. This person supports the SPS Program through development and implementation of a periodic technical review program and program monitoring and evaluation. He/she works with the CPM/TSQ Director and other CPM senior managers to develop new business for CPM and to establish and manage collaborations with bilateral and international agencies and global drug management initiatives. This person also works with the CPM/TSQ Director and the Director, Capacity Building and Performance Improvement to develop and manage programs to mentor and train CPM technical staff and consultants. He/she directly supervises the CPM Operations Research Coordinator and other CPM technical staff as needed. Also oversees CPM activities related to pharmaceutical sector assessments and related research and provides direct technical assistance to developing countries in areas related to monitoring and evaluation in pharmaceutical management. The position is based in the Washington, D.C. area.

 

Specific responsibilities:

 

1. CPM Technical Strategy – works with CPM/TSQ Director and other senior managers to develop appropriate technical strategies to address pharmaceutical management problems faced in developing countries, tailoring strategies to meet project specific needs and constraints.

 

2. CPM Technical Quality – works with CPM/TSQ Director to develop and manage CPM programs to ensure technical quality in CPM programs and projects.

 

3. CPM Technical Staff Development – Provides technical guidance and mentoring to CPM technical staff as needed, and works with CPM/TSQ Director and the CPM Director, Capacity Building and Performance Improvement, to develop and implement programs to orient and train new CPM technical staff and consultants.

 

4. CPM Results Management Framework – enhance and implement the CPM Results Management framework and center-wide performance indicators, aligning it with MSH’s overall Results Management Framework, that will guide all CPM program and projects, and liaise with the results management counterparts in other MSH offices and Centers.

 

5. SPS Quarterly Technical Reviews – manage the quarterly SPS technical review program, including objectives, content guides, results or performance indicators and tools.

 

6. New Business Development - Works with the CPM/TSQ Director and other senior CPM program managers to develop new business for the center, including developing and maintaining relationships with existing and potential clients and preparing funding proposals as needed.

7. Technical Staff Recruitment - Works with the CPM/TSQ Director and other CPM managers to recruit and select new Washington-based CPM Senior Program Associates and Program Associates as needed.

 

8. Technical Staff Supervision – Supervises the CPM Operations Research Coordinator, and other CPM technical staff as required.

 

9. Pharmaceutical Sector Assessments and operations research – assist the TSQ Director in design and implementation of pharmaceutical sector assessments and appropriate evaluations in programs or projects related to pharmaceutical management issues.

 

10. Technical Assistance in developing countries – Provides direct technical assistance to CPM clients in developing countries as required, focusing on work related to pharmaceutical systems research, and monitoring and evaluation.

 
 

Qualifications:

 

1. Post-graduate degree in discipline related to pharmaceutical management, international health, or professional degree in a health-related field required.

 

2. Demonstrated expertise and management level work experience in pharmaceutical management related fields.

 

3. Proven ability to relate effectively to senior-level policy makers in developing countries and leaders in US and international academia and professional associations.

 

4. Proven capacity to develop new projects with major U.S. and international development agencies and donors. 

 

5. Experience in managing operations research and monitoring/evaluation/results management programs relating to pharmaceutical management.

 

6. Experience as senior-level manager in public health consulting organization or major national or multilateral development agency preferred.

 

7. Work experience providing professional consulting services (long or short-term) in areas related to pharmaceutical management. 

 

8. Ability and availability to travel internationally 30% of time or more.  

 

9. Competence in word processing, spreadsheets, and database applications.

 

10.       Complete fluency in English and ability to write lucid technical reports and documents in English required.

 

11.       Ability to work in Spanish, French, or Portuguese preferred.

 

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

Jim Brown Associates

15 Southwind Circle

Marina Bay – The Breakers

Richmond, CA 94804-7405

Phone: (510) 235-4472

FAX: (510) 235-4482

e-mail: jim@jimbrownassociates.com
Marketing Product Manager – Bay Area Medical Device Company


Prepares marketing strategies and programs for a product or product line. 

RESPONSIBILITIES


Evaluates product performance to help develop and update company goals and objectives. Develops strategic and tactical plan for product.  

Conducts market research to develop the product forecast.
Assists in meeting the corporate product revenue goal, and managing the product expense budget. 

Prepares product objectives and timelines.

Day to day management of product; producing collateral materials for sales force, working with clinical on publications plan, working with sales training on training initiatives, etc.

Manages product life-cycle and works with clinical and operations on life-cycle initiatives, e.g. publications plan, product and clinical enhancement, etc. 

Recommends changes to current product development method based on market research and new trends. Advises sales team on any relevant product concerns.
Conduct competitive analysis comparing product with those of key competitors.

Responsible for developing and championing pre-launch and launch plans.  

This position operates in a matrix organization and must interact with several departments.

ABILITIES 

Identifies and resolves problems in a timely manner. Gathers and analyzes information skillfully. Develops alternative solutions. Uses reason even when dealing with emotional topics.

Synthesizes complex or diverse information. Collects and researches data. Uses intuition and experience to complement data. Designs work flows and procedures.

Translates concepts and information into images. Uses feedback to modify designs. Applies design principles. Demonstrates attention to detail.

Collaborate with R&D on relevant projects, including generating a comprehensive timeline and gantt chart.

Strives to continuously build knowledge and skills. Shares expertise with others.

Speaks clearly and persuasively in positive or negative situations. Demonstrates group presentation skills. Participates in meetings.

Writes clearly and informatively. Edits work for spelling and grammar. Presents numerical data effectively.

Exhibits objectivity and openness to others' views. 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.

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

Strong analytical skills

Excellent interpersonal skills

Must have the ability to become and expert on the product(s)

Must have ability to think strategically

Must be able to execute a tactical plan, with paying attention to minute details

Excellent written and oral communication skills

Able to work well in a matrix organization

Understanding of FDA guidelines and compliance

Understanding of medical device manufacturing process

Knowledge of contact management systems, internet software, spreadsheet software and word processing and graphics software

EDUCATION AND EXPERIENCE

Requires a bachelor's degree with at least 2-3 years of experience in the field. Familiar with a variety of the field's concepts, practices, and procedures. May lead and direct the work of others. A wide degree of creativity and latitude is expected. Typically reports to a head of department.
At least two years experience as a Product Manager within medical device industry.

Must be available to travel approximately 10% of the time

COMPENSATION

The compensation package is comprised of base salary, performance bonus, and equity participation in this profitable pre-public company. 

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

Jim Brown Associates

15 Southwind Circle

Marina Bay – The Breakers

Richmond, CA 94804-7405

Phone:  (510) 235-4472

FAX:    (510) 235-4482

e-mail:  jim@jimbrownassociates.com
CANDIDATES MUST HAVE HEALTHCARE ADVERTISING AGENCY EXPERIENCE.  PHARMACEUTICAL ACCOUNT MANAGEMENT EXPERIENCE PREFERRED.
ACCOUNT SUPERVISOR

RESPONSIBILITIES:

· Provide effective direction to client and agency team. 

· Function as internal team leader making sure that all members of the team work together smoothly and effectively. 

· Manage all financial aspects of the assigned products. 

· Ensure that all project timetables are met. Interface with client at all levels of product management and with support departments. 

· Develop, write and implement product communications plans. 

· Continuously monitor the marketplace and provide updates to the client and agency on brand issues. 

· Keep supervisors aware of all issues at the client and at the agency. 

· Be aware of new products or new opportunities, which may be of interest to the agency. 

· Key success factors specific during next 6-12 months include: 

· ability to lead agency team; 

· ability to oversee all aspects of projects on assigned account; 

· development of key relationships with product managers; 

· appropriate utilization of agency resources.

REQUIREMENTS:

· Excellent organizational skills and attention to detail. 

· Excellent verbal and written communication skills. 

· Ability to function as team leader. 

· Excellent understanding of marketing principles. 

· Excellent interpersonal skills. 

· Basic understanding of science and drug therapy. 

· Degree; 6-10 years pharmaceutical marketing experience; 

· 3-5 years healthcare agency experience required; 

· Product management, market research or sales training experience preferred.

OTHER:

Therapeutic categories to include CNS, HIV, cardiology, oncology, dermatology, pulmonology and ophthalmics. 

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

Please, contact Tammy directly, her contact info is below.

Harris Recruiting LLC
Tammy Harris / Placement Director
Office: 205-421-1772
Fax: 205-629-3068
Cell: 205-616-7946
harrisrecruiting@windstream.net
Here is the list (descriptions attached):

1) Product Surv. Mgr
2) Global Mktg Dir
3) Finance Director
4) Sr. Mgr or Dir RA
5)Sr. RA Spec
6) Sr. Mfg. Process Eng.
7) QE Manager
8) Sr. QE




*****************************************************************************
For those in healthcare delivery services, you might want to know about this job listing via a publisher Advantstar Communications in the medical field.

New Career Opportunities at careers.ModernMedicine.com
St. John's, Columbia University, OSF, Kaiser and the Kellogg Eye Center are just a few of the leading employers using careers.ModernMedicine.com every day to find professionals like you. Check back often for new job postings! 

Latest Postings
Rappahannock Women's Health Center, BC/BE Physician
Locumotion, Consultant Physician/Specialist in General Medicine
Dermatology Assoc. of Lancaster, BC/BE Dermatologist
Eyecare Plus, Optometrist
Keys Skin + Laser, Dermatologist
Star Plastic Surgery PC, Experienced Plastic Surgeon
Riverside Methodist Hospital, BE/BC Urologist
International Family Clinic, Pediatrician
St Francis Hospital and Medical Center, Maternal Fetal Medicine Physician
City of Hope Hospital, Urology Fellowships
*****************************************************************************

New Career Opportunities at careers.FindPharma.com
Pfizer, Astellas, Med Exec International, i3 and ClinForce are just a few of the industry leaders using careers.FindPharma.com every day to find professionals like you. Check back often for new job postings!

Latest Postings
CIS Life Sciences, Oncology/Immunology Director
Harrison and Star, SVP, Management Supervisor
Phil Ellis Associates, Executive Search Services
Legacy Research and Technology Center, Manager, Clinical Research
Memorial Sloan-Kettering Cancer Center , Manager, Quality Assurance Program
Bend Research Inc. , Formulation and Process Scientist
Jim Crumpley & Associates, Executive Recruiter
TKL Research, Inc, Clinical Research Nurse Manager
Amarin Corporation , Manager/Associate Director
Med Exec International, CRO Executive Search

	Browse Jobs by Category 

	Account and Media Management
Advertising/Promotion Management
Business Development/Strategic Planning
Chemist
Clinical Operations and Development
Corporate Research 
Consulting
Corporate Management
Engineer
Finance Management and Auditing
	Information Technology Lab Management/Technician

Manufacturing
Market Research/Academic Research
Marketing Management
Product/Brand Management
QA/QC
R&D
Sales
Regulatory/Government Affairs
Training and Development/HR


Keep the Job Search Going 24/7
Upload your resume and get on the shortlists of hiring companies. Sign up today for our monthly Job Alert ENewsletter to keep up to date with the latest hot jobs and career related industry new careers.FindPharma.com has everything you need to find the best jobs fast.

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

Please contact Julie@JGBBioPharma.com if you know of anyone who could be a good fit for this position.
Julie
Managing Director
JGB BioPharma Consulting Inc.
www.JGBBioPharma.com
JBukar@JGBBioPharma.com
I am helping a Bay area client find a Clinical Research Assistant Contract position (initially 3 months). The contract may very well be extended or turn into a full time job. They need someone who has already been a Clinical Research Assistant and would be happy with that title for the next year or more. The job is all on-site with no travel. 

In addition, there are:

TWO CRA to Senior CRA level: Must have oncology experience. Monitoring experience would be a nice to have. Work will be at the client site but there may possibly be a few monitoring trips.

TWO Statistical Programmers: Must know SAS and have done programming for clinical trials. Can work remotely and be located anywhere.

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

ePharmaExpo.com uses the internet to conduct trade shows for the pharma and life science industries.  Besides providing exhibits of various services and products, ePharmaExpo.com also has a click-by-state job bulletin (www.ePharmaExpo.com/biotech-pharma-jobs) for employers/recruiters and job-seekers to post and find pharma jobs, biotech jobs, and other life science jobs for free.  The following is a list of recent job postings:

Senior Product Manager


SF  (Northern CA)

Senior Regulatory Affairs Nutrition
NJ

Senior Regulatory Affairs Infant Formula
NJ

Medical Director, CNS


NJ

Senior Product Manager, Lymphoma
NJ

Product Director, Oncology


NJ

Senior Product Manager, Gastro

NJ

Associate Director Marketing

NJ

Senior Product Manager, Alzheimer
NJ

Director of Cytogenetics


NJ

IT Project Manager – PMP


San Diego, CA
Software Manager – Biomedical

San Diego, CA
Pharmacy Technician


NC
Preclinical Sales Manager


home-based or 2 specified locations

JD Edwards CSV Consultants

Pls go to our job bulletin www.ePharmaExpo.com/biotech-pharma-jobs.  It’s easy to use the View All Jobs function to find jobs.  Pls read the job descriptions carefully.  Pls check that there is a reasonable fit and then follow the specified instructions to apply.  Pls be sure to mention that you found the job(s) at ePharmaExpo.com.

ePharmaExpo.com has also launched its one-of-a-kind science eCards called ePharmaCards.  Pls also check out our new section of Featured Articles, which contain articles about Biotech Start-up, Careers and Employment, Contract Research, and other topics.  Pls also join us at our new linkedin group “Pharma & Life Science Mixer”.  We wish you all lots of successes.

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

Ruba Khenaisser
Senior Recruiter
Medical Devices & Biotech
Aerotek Inc., 
395 Oyster Point Blvd. Ste. 119
South San Francisco, CA 94080
Tel: (650) 825-2932
Fax: (650) 825-2992
Email: rkhenais@aerotek.com 
View my LinkedIn Profile
Follow me on Twitter
http://www.aerotek.com/
I have been taking a short break from engineeirng positions this week to help our (busy!) Clinical/Regulatory group with some openings so I thought I'd let the group be made aware of these IMMEDIATE positions I'm working on:

-GCP Auditor, biotech (North Bay)
-Director/Sr. Manager of Clinical Operations, IVD (SF/Peninsula)
-Sr. Drug Safety Associate(SF/Peninsula)
-Drug Safety Associate (SF/Peninsula)

Interested candidates please send your resume to rkhenais@aerotek.com and those who are not, please take a moment to think about who might be interested to hear of this and forward along. (I'm sure you have colleagues that you need to touch base with--here's a good excuse :-) )

Additionally, I focus in the Medical Device and Biotech Industries so I'm always open to being in touch with anyone interested in exploring opportunities. 

My next medical device meet-up networking event is December 17th at 6 PM in Menlo Park. http://www.meetup.com/SFBayMedicalDevice for more info. The last meetup had 30+ people all from different areas in the medical device industry and we had a great time. Thanks again!
*****************************************************************************
Contact:

Charles Jo

Recruiter/Sourcer

408.668.4226 cell charlesj@sonic.net

Bio http://j.mp/charlesjo

Jobs http://j.mp/openjobs

Notes:

• OK to forward to and share with your professional network

• Constructive feedback to charlesj@sonic.net is always welcome

• Document source (for latest version): http://j.mp/openjobs

• Related document called Suggestions to Job Seekers: http://bit.ly/Suggestions

• Rev. December 1, 2009 9:53 AM
Functional Area Job Title Company Industry Location URL Req #

Clinical Services Senior Director, Clinical Services (RN/Hospice)—Company confidential

Healthcare San Francisco Bay Area http://j.mp/charlesjo 09CJ5

Clinical Services Director, Clinical Services (RN/Hospice)- Company confidential

Healthcare San Francisco Bay Area http://j.mp/charlesjo 09CJ6

Clinical Services Supervisor, Clinical Services (RN)—Company confidential, Healthcare San Francisco Bay Area http://j.mp/charlesjo 09CJ7

Clinical Services Physical Therapist, Company confidential, Healthcare San Francisco Bay Area http://j.mp/charlesjo 09CJ8

Marketing Marketing Director,  Medicines360,  Pharmaceutical San Francisco Bay Area http://bit.ly/MrktDir 09CJ9

Operations Chief Operating Officer, Medicines360, Pharmaceutical San Francisco Bay Area http://bit.ly/m360COO 09CJ11

Quality Quality Engineers Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ12

Quality Quality Engineering Manager, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ13

Regulatory Affairs, Senior Regulatory Affairs Associates, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ14

Legal Contracts Administration, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ15

Quality Software Quality Assurance (SQA), company confidential, High Tech US-West http://j.mp/charlesjo 09CJ16

Engineering Software Engineer (Java/Linux/Open Source), Company confidential, High Tech US-West http://j.mp/charlesjo 09CJ17

Marketing Director, Global Product Marketing, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ18

Marketing Product Marketing Managers, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ19

Regulatory Affairs Director, Regulatory Affairs, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ20

Finance Finance Director, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ21

Quality Product Surveillance Manager, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ22

Operations Sr. Mfg. Process Engineer, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ23

Regulatory Affairs, Principal Regulatory Affairs Specialist, Company confidential, Medical Device San Francisco Bay Area http://j.mp/charlesjo 09CJ24

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

Scientist and/or Associate Scientist 
Wave 80 Biosciences 
San Francisco, CA, 
Wed, 06/17/2009 

HR Manager 
01-05 Years 
Engineering Manager/Senior Engineer 
Wave 80 Biosciences 
SF Mission District 
Mon, 11/30/2009 

R&D Engineer/Staff Engineer 
Wave 80 Biosciences 
SF Mission District 
Mon, 11/30/2009 

Details for these 3 new opportunities are listed on the B2DG website.
Please log on and check them out.

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

***********************************************************************************************
Free UCSC Ext. Program Overview, Monday Evening, Jan. 11, 2010

Event: Program Overview for Biotechnology, Bioinformatics and Bioscience Business and Marketing

Date and Time: Monday, Jan. 11, 2010, 6–8:30 pm

Location: UCSC Extension Classroom, 2505 Augustine Drive, Santa Clara

No fee, but enrollment required.

16649-010 (use course-section number to enroll)

Register at http://www.ucsc-extension.edu/biosciences--click on enroll now

Descripton

Are you interested in learning about the Bioinformatics, Biotechnology, and Bioscience

Business and Marketing certificate programs, and about careers in these fields?

This free information session provides an opportunity to meet instructors and other

students, learn about program prerequisites, course content and program requirements, andsee how these programs can help you advance your current career or break into a new field.

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

Free UCSC Ext. Program Overview, Monday Evening, Jan. 13, 2010

Event: Clinical Trials and Regulatory Affairs Program Presentation

Date and Time: Wednesday, Jan. 13, 2010, 6–8:30 pm

Location: UCSC Extension Classroom, 2505 Augustine Drive, Santa Clara

No fee, but enrollment required.

16650-010 (use course-section number to enroll)
Register at http://www.ucsc-extension.edu/biosciences--click on enroll now

Descripton

Are you interested in learning about the Clinical Trials and Regulatory Affairs certificate programs, and about careers in these fields? This special information session provides an opportunity to meet instructors and other students, learn about program prerequisites, program philosophy, course content and program requirements, and gain insights into careers in clinical research and regulatory affairs.
 *****************************************************************************
UCSC Ext. Bioscience Product Marketing, Thursdays, Feb. 11 – March 25, 2010

Course Description

This product marketing and selling-focused course gives participants an in-depth look at product planning and research, marketing planning, and promotional execution practices in the bioscience industry. Topics include market research methodologies, information sources and applications relevant to product planning; the development of marketing strategy, product positioning and differentiated claims; and the creation of tactical marketing programs and activities to maximize revenue potential. Course activities include the creation of a preliminary marketing plan. 

The course is well suited for all levels of professionals in bioscience marketing research, product management, product sales, advertising, public relations, business development and licensing, as well as other related functions, such as regulatory, clinical and legal. 

Lead Instructor:
Audrey Erbes, Ph.D., is a life science business development and marketing consultant with more than 25 years of managerial experience in marketing and business development in the biotech and pharmaceutical industry. She was Executive Vice President and cofounder of Kowa Research Institute and held management positions at Syntex Corp. in market research, product management, strategic marketing and planning, and business development in the U.S. and abroad.  

Dates and Times: Thu 6:00PM to 9:30PM
Feb 11, 2010 to Mar 11, 2010, Thu 6:00PM to 9:30PM,Mar 25, 2010 
Number of Sessions: 6

Location: UCSC Extension in Silicon Valley, 2505 Augustine Drive, Santa Clara

Tuition: $700 (Early enrollment - $630 through Jan. 28)

See details at www.ucsc-extension.edu/BPM

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

Biotech Bay Career Fair, Tuesday Afternoon, March 9, 2010

Event: Biotech Bay Career Fair
Location: South San Francisco Conference Center
Date and Time: Tuesday, March 9, 2010, 2pm to 7pm
Register now at:
http://www.biospace.com/jobs/seekersignin.aspx

Event Description
Looking for a new job? Networking with industry peers in an ever-changing work environment?
Sectors include: Biotech * Pharmaceutical * Medical Device & Diagnostics
Job seekers can spend a day with HR representatives and Hiring Managers from top biotech, pharma, medical device and diagnostics companies in the Bay area. 

Who should attend? 
Candidates with a 4-year degree in the life sciences and a minimum of 2-years of industry related experience are invited to attend. Just register by clicking the button below.
(Equivalent work experience may be considered in lieu of a four-year college degree. PhD and Postdoc candidates welcome.) 

What types of positions are available? 
Exhibiting companies are recruiting for positions in areas such as: QA/QC, clinical research, engineering, manufacturing, biostatistics, clinical data management, chemistry, regulatory affairs, and research. 

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

Paula Rutledge, President of Legacy MEDSearch, has provided the following 
Job Search and Interview Preparation Resources to share with you:

· Interview Preparation Resources: Interview Prep Guide 

· Medical Device Research Forum Medical Device Guru
· LinkedIn Medical Device Group  LinkedIn Medical Device Group
· Interviewing Videos on YouTube  Medical Career Magazine
Although the above was developed with medtech professionals in mind, the processes outlined are also useful for other industry professionals.

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

Ken Wu advises “I found this article titled, 7 Mistakes Job-Seekers Over 50 Make, via the American Society of Quality (ASQ) daily email update. It's worth reading if you're considering how to reposition your self for the upturn in the job market.” 

The link; http://internsover40.blogspot.com/2009/09/7-mistakes-job-seekers-over-50-make.html?WT.mc_id=EM3965M&WT.dcsvid=1541418993.
*****************************************************************************

Job Sites

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

A newer website which includes jobs but also a virtual exhibit hall for companies—this one is dedicated to pharma entitled ePharmaExpo.com at http://www.epharmaexpo.com/job.php
There’s another site which is focused on life science recruitment and placement; note featured company listings each week—www.beaker.com

There’s website with jobs specific to medical device area at the www.legacymedsearch.com .

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

You can look up pharmaceutical jobs in your area by zip code at http://jobs.findpharma.com/careers/jobsearch. They include all functions in pharmaceutical companies.

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

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

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

 

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

 

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

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

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

10 Tips for Creating a Door-Opening Resume 

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


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


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


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

Introduction or Career Goal 

Summary 

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

Academic Background 

Skills 

Honors and Awards 

Publications

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


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


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


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

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


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

 

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

 

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


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

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

 

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

 

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

 

9.       Work History or Professional Achievements. In this section of your resume, include specific details about your work history. The reverse chronological work history format often works well, with your most recent job listed first. The work history section should describe your milestone accomplishments for each job or contract assignment. As with the academic background section, include the start and stop dates for the jobs and/or contract work that you've done. The dates will give you added credibility.

10.       Publications. If you've authored any publications, put a list of them in your resume with the full citations in a consistent reference format. For publications with multiple authors, you should include all of the authors' names in the order that they appeared in the publication. Finally, try to get access to electronic copies of your publications on the internet. Consider hyperlinking those citations in your resume to the actual articles. In so doing, your reader can easily find and read examples of your work. You can also prepare a set of publication samples as a zipped file to provide to prospective employers.

 

Done well, your resume will open many doors for you, including some you may want to walk through. There are many resources on the internet that will help you create an excellent resume. Take the time to use them, too! You'll be glad you did. 
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*****************************************************************************Susan E. Caldwell a local medical writer shares some insights into finally mastering touch typing.

As writers, we must type to do our work, at least if we're using Microsoft Word or other word processor. Many writers become writers without knowing how to touch type (typing without looking at the keys). Touch typing at 40-60 average words per minute, which is industry standard, is roughly 3 to 4 times faster than you can write by hand. The links below are offered so that you can learn and practice touch typing for free (and they aren't presented in any particular order:

 

1. http://www.sense-lang.org/typing/ 

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

Salary Surveys

· See free downloadable annual Salary Survey from Contract Pharma at http://www.contractpharma.com/articles/2009/06/2009-annual-salary-survey
· Salary surveys are regularly published Medical, Marketing Media each year in September

· See  2009 Medtech salary survey at Source: http://www.devicelink.com/mddi/current_salary_survey.html

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

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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