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Oct. 6, 2013  
 

If interested in a listed position, contact the person whose information appears at the 
top of each listing. Individual listings of each executive search person are separated 
by string of stars. Multiple listings submitted by one recruiter are separated by 
straight lines. 
 
Remember I’m not a recruiter and only distribute this listing to help bioscience 
industry professionals identify potential positions with contact person information 
provided where possible. These positions originated with individuals in my network. 
Note that recently I’ve begun to receive many listings via Linked In and in such 
cases, I’ve listed company website if not person who sent listing to me. 
 
Jobs are materializing but with such a large pool of qualified professionals at this 
time, they fill up fast. Always be sure to check the website of recruiter or company to 
learn what jobs have popped up in between my publications. Unfortunately, I’m not 
able to post these every day but this tip should help you find newly posted jobs from 
the contacts sending the jobs below. 
 
Be sure to join the Bio2Device Group (includes professionals from all life science 
sectors and functions) to access their list of positions which includes different 
universe of jobs. You must attend one of B2DG meetings to become member but 
application in free. See details at www.bio2devicegroup.org. 

*************************************************************************** 
Apply on company website 
Senior Bioinformatics Engineer 
Ingenuity Systems - San Francisco Bay Area 
Posted 10 days ago 

 Experience 
Mid-Senior level 

 Job function 
Science, Engineering, Information Technology 

 Employment type 
Full-time 

 Industry 
Biotechnology, Pharmaceuticals, Computer Software 

 Job ID 
7506994 

 Committed to hiring veterans 
Job description 
POSITION SUMMARY  
Enable efficient curation of key scientific literature by designing and automating highly 
accurate identification of relevant scientific articles. You will leverage a strong background in 
algorithm design and implementation as well as familiarity with the human genetics and 
disease literature. Other projects likely include: mapping of knowledge from external 
databases into Ingenuity’s Knowledge Base, and bio-informatic analysis of genetic sequence 
and sequence variants.  
You would be joining the Ingenuity Content group, a dynamic cross-functional team composed 
of biologists, ontologists, and software engineers working on truly cutting-edge technology. 
The Content group is responsible for Ingenuity’s large, high-quality Knowledge Base of 
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biological content and its use to integrate content curated from the literature and public 
databases into our customer applications.  
DUTIES & RESPONSIBILITIES  
Essential Functions:  

 Participate in a variety projects to extend the Ingenuity Knowledge Base to meet 
customer needs to understand their –omics data  

 Develop automated workflows for the identification of relevant scientific literature and 
the incorporation of content from the literature and databases into the Knowledge 
Base 

Desired Skills and Experience 
KNOWLEDGE, SKILLS & ABILITIES  
Minimum:  

 Experience with biological databases and terminologies such as Entrez Gene, RefSeq, 
MeSH and UMLS  

 Experience manipulating large-scale data sources in an efficient manner  
 An energetic, open-minded person with excellent communication skills, both verbal and 

written  
 Strong ability in analytical thinking  
 Willingness and enthusiasm to learn and practice new technologies as needed to get the 

job done  
Preferred:  

 Experience with Natural Language Processing or extraction of information from text  
 Knowledge of biological ontologies, ontology query languages and knowledge base tools  

EXPERIENCE  
Minimum:  

 3+ years programming with Perl, Java and/or Python  
Preferred:  

 Experience automating workflows using scripts and job management tools  
 Experience with public sources of information about biological concepts, especially 

genetic disorders  
 Experience developing or using biological databases or ontologies  

EDUCATION  
Minimum:  

 Masters in bioinformatics; or in biological sciences or computer science with a BS or 
significant experience in the other disciplineAbout this company 

Ingenuity Systems 
Founded in 1998 by Stanford graduate students, Ingenuity Systems is a company that is 
taking on the challenge of next-generation knowledge management for the life sciences 
community. Our long-term focus on innovation in semantic search, ontology, and software 
development has allowed us to create groundbreaking technologies that help life science 
researchers more effectively search, explore, visualize, and analyze biological and chemical 
findings related to genes, proteins, and small molecules (e.g. drugs). 
 
Today, Ingenuity's products are used by thousands of researchers at hundreds of leading 
pharmaceutical, biotechnology, and academic research institutions worldwide. We are 
continually looking for new ways to develop and leverage our technology in order to address 
needs within the constantly evolving life science market. With such a strong focus on our 
customers, Ingenuity has developed a loyal and passionate user base that is the core of the 
company's success in this dynamic and evolving market. 
 
Ingenuity is headquartered in Redwood City, California and has offices in Germany, 
Switzerland, France, the United Kingdom, and Japan. 
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************************************************************************ 
Apply on company website 
Demand Generation Manager 
Bio-Rad Laboratories - San Francisco Bay Area 
Posted 14 hours ago 

 Experience 
Mid-Senior level 

 Job function 
Marketing 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
9163559 

 Committed to hiring veterans 
About this job 
Job description 
This position is responsible to lead a revenue marketing team in the development and end-to-
end implementation of CRM campaigns to grow and retain BioRad’s customer base within North 
America. This includes owning the intake, tactical design, testing, monitoring and review of 
direct marketing campaigns, all in close alignment with internal partners.  

 Creates campaign concepts, performs feasibility studies and prepares campaign 
business cases.  

 Develops an annual campaign plan (Retention, Cross- & Up-Selling) based on input 
from campaign initiators/stakeholders.  

 Ensures availability and communication of the campaign reviews; reports and markets 
impacts and progress to stakeholders and management.  

 Collaborate with our Analytics lead to develop standard metrics, dashboards, and closed 
loop reporting to track campaign activity, effectiveness, and profitability. As well as 
analyze what is working via click-through data, web analytics, conversion statistics to 
focus sales on the right opportunities.  

 Establish benchmarks for campaign performance metrics and provide recommendations 
to continually increase campaign effectiveness.  

 Coordinate with Global Divisions to further implement local tactical campaigns for lead 
generation and nurturing.  

 Constantly monitor the performance of the lead funnel, lead scoring rule engine and 
lead follow-up/conversion. Take immediate action with Sales teams as required to 
achieve revenue goals. 

Desired Skills and Experience 
Required Experience  

 Bachelor's Degree required/Master's Degree preferred.  
 5-8 years marketing experience including experience with channel marketing, consumer 

or business marketing program development and execution.  
 Min. 3 + years marketing strategy and program management / implementation 

experience including partnering with online marketing, advertising, sales, product, IT, 
and operations leadership.  

 Strong knowledge and experience with Salesforce.com and Marketo.  
 Strong ability to develop marketing plans and business cases and communicate 

succinctly its value propositions.  
 Campaign Management background with demonstrated success in managing the 

execution of CRM campaigns required.  
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 Proven understanding of marketing and sales objectives, customer needs and business 
drivers.  

 Project Management experience managing large global campaigns.  
Bio-Rad is an Affirmative Action/Equal Opportunity Employer. 
About this company 
Bio-Rad Laboratories 
About Bio-Rad: 
 
Bio-Rad Laboratories has played a leading role in the advancement of scientific discovery for 
over 50 years by providing a broad range of innovative tools and services to the life science 
research and clinical diagnostics markets. Founded in 1952, Bio-Rad has a global team of more 
than 6,800 employees and serves more than 85,000 research and industry customers 
worldwide through its global network of operations. Throughout its existence, Bio-Rad has built 
strong customer relationships that advance scientific research and development efforts and 
support the introduction of new technology used in the growing fields of genomics, proteomics, 
drug discovery, food safety, medical diagnostics, and more. 
 
Career Opportunities: 
 
Bio-Rad offers a world of career opportunities in a variety of professional disciplines. Whether 
your talents lie in software development, laboratory science, instrument design engineering, 
chemical and instrument manufacturing, sales, support, or administration, you can find a place 
on our worldwide team and enjoy a challenging career in one of today's most dynamic 
industries.  
 
************************************************************************* 
https://jobs.smartbrief.com/action/listing?listingid=2B31768C-9E37-460D-A2FB-
E2CD602FF259&briefid=3e572e18-3fbc-11d5-ad13-000244141872&sid=2c27e8c7-b8c8-41a0-
9df0-199b99dc80c0&utm_source=brief 
 
 
Healthcare Counsel, Pricing and Reimbursement  
Gilead Sciences 
Job Description 
 
Specific Responsibilities: 
The Commercial Legal Group at Gilead is seeking a health care attorney to take on a range of 
challenging areas applicable to the distribution, pricing and reimbursement of prescription 
drugs. Responsibilities will include providing counsel and guidance to the organization’s 
commercial group on statutory and regulatory drug price reporting obligations, healthcare 
fraud and abuse laws and the rules and regulations of federal healthcare programs (including 
Medicare, Medicaid, 340B and the Veterans Administration). The position will also be 
responsible for providing contract negotiation and drafting support with respect to commercial 
and third-party vendor transactions, including but not limited to distribution relationships and 
agreements with managed care organizations. 
Essential Duties and Job Functions: 
• Provide guidance on statutory and regulatory drug price reporting obligations under Medicaid, 
Medicare and the 340B program, as well as pricing restrictions and contracting requirements 
under the Veterans Health Care Act of 1992 and company’s Federal Supply Schedule contract 
• Provide guidance and work collaboratively with internal business clients on policies and 
procedures to ensure compliance with statutory and regulatory drug price reporting obligations 
• Provide guidance to company’s commercial organization on healthcare fraud and abuse risks 
when interacting and/or contracting with pharmacies, healthcare professionals, commercial, 
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state and federal payers, managed care organizations and pharmacy benefit managers 
• Collaborate with internal business clients, colleagues and external counsel to ensure various 
programs meet compliance standards 
• Support company product launch initiatives 
• Support more senior level attorneys in providing guidance to company regarding 
reimbursement and coverage matters 
• Provide legal support for a range of activities associated with implementing patient assistance 
and support programs  
• Provide guidance to company regarding Risk Evaluation and Mitigation Strategy (REMS) 
obligations 
• Track Affordable Care Act legislative developments and challenges 
• Provide guidance to company regarding federal and state privacy laws 
• Appropriately manage a heavy workflow, setting priorities with clients and delivering results 
within agreed timelines 
• Advance a positive spirit of partnership and collaboration with internal clients and internal 
legal colleagues 
• Demonstrate an ability to think creatively and devise solutions to challenging problems 
• Exercise mature and reliable judgment while enjoying the company's enthusiastic, informal 
and fast-paced environment. 
Knowledge, Experience and Skills: 
• Have a J.D. from a nationally recognized law school 
• Have at least 3-5 years as health law counsel either at a law firm, company and/or 
government (FDA) experience demonstrating growth and ability to succeed 
• Experience drafting, reviewing and negotiating a wide variety of commercial agreements 
• Experience in, or familiarity with (i) health care compliance, (ii) prescription drug distribution 
channel(s) and contracting with the various parties in this channel, (iii) how managed care 
organizations are structured and their role in the prescription drug channel and (iv) the rules 
and regulations concerning healthcare programs (including Medicare, Medicaid, 340B and the 
Veterans Administration) 
• Individual must be a team player, self-motivated, able to demonstrate a history of 
successfully resolving challenging legal issues and able to effectively deliver sound and clear 
legal advice in a business setting 
• Ability to work cross-functionally and build consensus among various stakeholders while 
maintaining a compliant approach  
• Be resourceful, flexible and willing to engage in a wide variety of tasks and responsibilities 
• Comfortable providing guidance to senior attorneys and/or business with the ability to 
evaluate and articulate risk  
• Good decision-making skills  
• Good interpersonal and communication skills (written and verbal) 
 
************************************************************************* 
Meghan Lyssand 
Sr. Employment Specialist 
Nektar Therapeutics 
455 Mission Bay Boulevard South 
San Francisco, CA 94158 
Phone: 415-482-5632 
Process Development Engineer II--San Francisco (Mission Bay)-- Nektar Therapeutics  
Process Development Engineer II 
San Francisco (Mission Bay) 
Position Summary  
Supports the design, development and transfer of manufacturing technology into clinical and 
commercial operations. Provides expertise in process development and engineering including 
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design, characterization, scale-up, optimization, technology transfer and validation. Introduces 
new products and technology from the laboratory to manufacturing. Assists manufacturing 
operations in problem solving to achieve cost effectiveness and improved product quality. 
Establishes product and process requirements for new process equipment. Interfaces with 
various departments to ensure processes and designs are compatible for new product 
requirements and to establish future manufacturing technology. This job contributes to and 
supports the company’s research and development efforts to create high value therapeutics to 
address unmet medical needs. 
Responsibilities  
Uses skills as a seasoned, experienced professional with a full understanding of industry 
practices and company policies and procedures. Resolves a wide range of issues in imaginative 
as well as practical ways. Works on problems of diverse scope where analysis of data requires 
evaluation of identifiable factors. Demonstrates good judgment in selecting methods and 
techniques for obtaining solutions. Interacts with senior internal and external personnel. Works 
cross functionally with contract manufacturers and consultants. Identifies the majority of 
required studies and provides moderate to complex analysis. Resolves moderate issues with 
studies. Prepares detailed reports, protocols and department instructional SOP's. Completes 
simple to moderate investigations and issues findings and resolves simple to moderate issues. 
Contributes with direction and applies industry work practices and standards to efforts. 
Contributes to regulatory filings and reviews. Designs DOE for processes and analyzes complex 
data. Manages studies. Maintains equipment and interacts with designers to improve 
equipment or helps to design new equipment. May develop process development plans for 
projects. May lead specific projects with management input. 
Requirements  
A minimum of a Bachelors degree in an engineering discipline is required. Equivalent 
experience may be accepted. A minimum of 5 years industry work experience in Medical 
Device/Biopharma is required. Must have 2 years experience in a cGMP pharmaceutical 
manufacturing or other regulated environment. Pharmaceutical or Medical Device process or 
product development experience is a must. Must possess sound technical judgment and use 
structured decision-making techniques. Detailed understanding of Medical Device regulations, 
design history files, risk management standards and risk files is a plus. Must demonstrate the 
ability to think critically and analytically. Excellent oral and written communication skills are a 
must. Excellent computer skills are required. Validation experience is required. Must have an 
ability to provide technical engineering support in a collaborative, team-oriented project 
environment. Experience with DOE and statistical analysis is a plus. Good documentation and 
record keeping skills and attention to detail are essential. 
 
 
 
************************************************************************ 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
Scientist (QC) – Contract (Southern California) Bbio  
Gennifer VegaHuman Resources Recruiting Associate 
 
http://jgbbiopharma.com/jobs-category/laboratory-jobs 
 
 
DESCRIPTION: 
•Carry out standard operating procedures involving basic laboratory techniques, calculations, 
materials measurement, operation of laboratory equipment and record keeping necessary to 
manufacture products.  
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•Responsible for Batch Data Records, notebooks, customer reports and work order documents.  
•Utilize specialized technical knowledge and skills to make detailed observations and analyze 
data to ensure processes and products are within operating parameters.  
•Advise manager of factors that may affect quality of product.  
•Suggest options / ideas for corrective and preventative actions.  
•Complete quality analysis of reagents, components and finished products in accordance with 
the Manufacturing Schedule.  
•Maintain equipment, product inventories and related records as assigned.  
•Note variances on manufacturing documents; audit and evaluate process documents and 
propose revisions.  
•Complete, distribute and file records as required in accordance with Document Control 
Practices.  
•Actively participate in the identification and implementation of manufacturing procedures 
intended to optimize existing processes and ensure achievement of regulatory requirements.  
•Procedures will typically target improvements in assay variability, reduced cycle time, reduced 
manufacturing time and cost.  
•Actively participate in troubleshooting and variable identification for specific processes or 
activities as assigned.  
•Report findings to team management and members with recommendations for improvement.  
•May research new methods or steps in a process and present findings and recommendations 
to the team, including developing new and revised Standard Operating Procedures.  
•Complete, distribute and file records; prepare ad hoc reports as requested.  
•May perform other related duties as required and/or assigned.  
 
EXPERIENCE AND QUALIFICATIONS: 
•Demonstrated proficiency in the use of scientific laboratory techniques, equipment and 
materials required.  
•Experience in the use of basic laboratory techniques, including buffer preparation, PCR, RT-
PCR, quantitative PCR, protein and nucleic acid gel electrophoresis, cloning, nucleic acid 
isolation/purification, restriction enzyme digests, transformations, flourometry, UV Spec. and 
Western, Northern and Southern blotting is beneficial.  
•Experience with analytical methods also a plus: MALDI, CE, HPLC etc.  
•Experience with radioactive isotopes handling is also desired.  
•Demonstrated ability to carry out scientific procedures and make recommendations for 
improvement required.  
•Experience assessing current processes and techniques and implementing procedural 
improvements preferred.  
•Good problem solving skills necessary.  
•Working knowledge of manufacturing related computer software preferred. Intermediate math 
skills required. 
•Requires at least two (2) years experience in the application of Molecular Biology laboratory 
techniques in a manufacturing environment or research laboratory.  
•Bachelor's Degree in Molecular biology, biochemistry or related life science with at least 5 
years of lab experience. 
•Master's Degree in Molecular biology, biochemistry or related life science with at least 2 years 
of lab experience. 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
___________________________________________________________________________ 
Regulatory CMC Facilitator – Full Time Position (San Francisco Bay Area) Bbio  
Gennifer VegaHuman Resources Recruiting Associate 
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To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
DESCRIPTION: 
Summary: 
 
Responsible for managing regulatory activities that support department and company projects 
and programs. Develops and ensures implementation of strategies and tactics for earliest 
possible approvals of drug and device filings and applications. Provides regulatory guidance 
and leadership to company and partner-sponsored project/program teams. Manages internal 
teams and external resources to ensure quality and timeliness of submissions. Coordinates, 
prepares, edits and submits responses to regulatory authorities. Serves as principal regulatory 
contact with corporate partner programs and for the Company at partnered meetings with 
regulatory agencies; primary regulatory representative to US and non-US regulatory agencies 
for routine interactions.  
 
Accountable for the preparation of regulatory submissions and strategies supporting the 
product’s lifecycle and business needs. The successful candidate must have demonstrated 
leadership capabilities, a proven ability to work cross-functionally, and recognized strengths in 
collaboration, teamwork and communication. He/She will be tasked to navigate and lead the 
preparation of complex global regulatory strategies with support from global team members 
representing both technical regulatory and various cross-functional representatives. The 
successful candidate must have an ability to develop and drive innovative solutions to complex 
regulatory strategies while maintaining compliance with regulations. With a focus on small 
molecule combo marketed products, he/she will also be required to provide regulatory support 
for relevant quality systems such as change control, discrepancy management, and inspection 
management. Additionally, support departmental business processes to document and improve 
best practices and work efficiencies.  
 
Responsible for leading a team that delivers timely compilation and of all necessary 
documentation for regulatory submissions to support technical content of regulatory 
submissions. Ensure quality; content and format of regulatory submissions comply with 
applicable regulations and guidelines governing the development, licensure and marketing of 
drugs and/or biologics.  
 
 
EXPERIENCE AND QUALIFICATIONS: 
•Strong verbal and written communication skills are required, as well as presentation skills 
•Must be able to present departmental policies and practices. 
•Must be detail and goal-oriented, quality conscientious, and customer-focused. 
•Must be able to adhere to strict project timelines, and to advise teams and management of 
impacts and changes in project timelines. 
•Experience working in a multi-disciplinary and global team environment is required. 
•Ability to manage changing priorities multiple tasks, and to communicate impact to project 
teams is required. 
•Strong computer skills in Word, Excel, PowerPoint and Adobe Acrobat, and working knowledge 
of electronic publishing/file management systems are an asset; can use Internet for research 
applications. 
•Must possess an understanding of cGXP regulations and provide guidance to project teams on 
regulatory compliance issues. 
•A minimum of 8 years pharmaceutical or other related industry is required. 
•Minimum of 6 years hands-on Regulatory Affairs experience, in either drugs and/or medical 
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devices is required. 
•A minimum of 6 years previous management experience may be required. 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/regulatory-jobs 
___________________________________________________________________________
_ 
Scientist (QC) – Contract (Southern California) Prof-PB  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Carry out standard operating procedures involving basic laboratory techniques, calculations, 
materials measurement, operation of laboratory equipment and record keeping necessary to 
manufacture products.  
•Responsible for Batch Data Records, notebooks, customer reports and work order documents.  
•Utilize specialized technical knowledge and skills to make detailed observations and analyze 
data to ensure processes and products are within operating parameters.  
•Advise manager of factors that may affect quality of product.  
•Suggest options / ideas for corrective and preventative actions.  
•Complete quality analysis of reagents, components and finished products in accordance with 
the Manufacturing Schedule.  
•Maintain equipment, product inventories and related records as assigned.  
•Note variances on manufacturing documents; audit and evaluate process documents and 
propose revisions.  
•Complete, distribute and file records as required in accordance with Document Control 
Practices.  
•Actively participate in the identification and implementation of manufacturing procedures 
intended to optimize existing processes and ensure achievement of regulatory requirements.  
•Procedures will typically target improvements in assay variability, reduced cycle time, reduced 
manufacturing time and cost.  
•Actively participate in troubleshooting and variable identification for specific processes or 
activities as assigned.  
•Report findings to team management and members with recommendations for improvement.  
•May research new methods or steps in a process and present findings and recommendations 
to the team, including developing new and revised Standard Operating Procedures.  
•Complete, distribute and file records; prepare ad hoc reports as requested.  
•May perform other related duties as required and/or assigned.  
 
EXPERIENCE AND QUALIFICATIONS: 
•Demonstrated proficiency in the use of scientific laboratory techniques, equipment and 
materials required.  
•Experience in the use of basic laboratory techniques, including buffer preparation, PCR, RT-
PCR, quantitative PCR, protein and nucleic acid gel electrophoresis, cloning, nucleic acid 
isolation/purification, restriction enzyme digests, transformations, flourometry, UV Spec. and 
Western, Northern and Southern blotting is beneficial.  
•Experience with analytical methods also a plus: MALDI, CE, HPLC etc.  
•Experience with radioactive isotopes handling is also desired.  
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•Demonstrated ability to carry out scientific procedures and make recommendations for 
improvement required.  
•Experience assessing current processes and techniques and implementing procedural 
improvements preferred.  
•Good problem solving skills necessary.  
•Working knowledge of manufacturing related computer software preferred. Intermediate math 
skills required. 
•Requires at least two (2) years experience in the application of Molecular Biology laboratory 
techniques in a manufacturing environment or research laboratory.  
•Bachelor's Degree in Molecular biology, biochemistry or related life science with at least 5 
years of lab experience. 
•Master's Degree in Molecular biology, biochemistry or related life science with at least 2 years 
of lab experience. 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/laboratory-jobs 
*********************************************************************** 
Brannon OwensDirector, Staffing at Allied Search Partners 
http://www.alliedsearchpartners.com/careers.php 
CA CLS licensed and experienced leader needed for a Director of Laboratory Services position 
50 miles north of San Diego, CA. Applicants please send a resume to 
brannon@alliedsearchpartners.com. 
___________________________________________________________________ 
Apply on company website 
 
Scientist / Sr. Scientist (13-35) 
Pearl Therapeutics - Redwood City, CA 
Posted 2 days ago 
Experience 

Mid-Senior level 
 Job function 

Science 
 Employment type 

Full-time 
 Industry 

Biotechnology, Pharmaceuticals 
 Employer job ID 

13-35 
 Job ID 

7573702 
About this job 
Job description 
Summary  
The Scientist / Sr. Scientist will be responsible for developing stability indicating assays and 
rapid assays for new chemical entities and Inhalation drug products (small molecules) using 
the latest analytical methodologies in a cGMP environment. In addition, this individual will be 
responsible for the validation of analytical methods in accordance with ICH guidelines, writing 
validation reports for submission in regulatory documents, trouble-shooting laboratory 
equipment, mentoring and supervising junior analysts.  
Responsibilities  
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 Develop and validate analytical methods including rapid assays used in MDI testing, 
stability indicating assays, and cleaning verification assays in a cGMP environment  

 Prepare technical reports and presentations summarizing the data  
 Oversee the maintenance of chromatographic and other laboratory equipment  
 Mentor and supervise 1 – 2 junior analysts. 

Desired Skills and Experience 
 BS, MS, or PhD in Chemistry, Pharmaceutical Sciences or a similar applicable discipline  
 PhD – 2+ years, MS – 4+ years, BS – 10+ years’ experience in method development 

and validation on a variety of small molecules and at different stages of development  
 In-depth knowledge of chromatographic methods such as HPLC, GC, UPLC with a 

variety of detection techniques such as UV-Vis, Florescence, CAD  
 Experience developing mass spectroscopy methods. Prior experience in the use of 

Single Quad, Triple Quad, Ion Trap instrumentation is a plus  
 Experience in the development and validation of MDI methods is a plus  
 Proficient in the use and trouble shooting of analytical instrumentation and data 

acquisition software  
 In-depth understanding of relevant ICH, USP, EP, and FDA guidance documents  
 Must have prior experience testing in a GMP environment  
 Supervisory experience is a plus  
 Must be able to effectively communicate verbally and through technical writing 

(documentation of laboratory experiments). About this company 
Pearl Therapeutics 
Pearl Therapeutics, an AstraZeneca group company, is developing unique dual and triple 
combination products for the treatment of widely prevalent respiratory diseases, including 
chronic obstructive pulmonary disease (COPD). Pearl’s portfolio of products will offer distinct 
clinical benefits to patients in the most widely used inhaled drug delivery format, the metered 
dose inhaler (MDI). Pearl’s MDIs are designed and are in clinical testing to evaluate potential 
advantages to healthcare professionals and patients including reproducible dosing, uniform 
delivery of drug throughout the lungs, low oral deposition, greater nocturnal control with twice-
daily dosing and other potential benefits.  
 
Pearl’s lead product candidates are a fixed-dose combination bronchodilator, PT003, which is 
composed of the long-acting muscarinic antagonist (LAMA) glycopyrronium, and the long 
acting beta-2-agonist (LABA) formoterol fumarate, administered twice daily for the treatment 
of patients with COPD. The Company is also developing monotherapy components of PT003: 
PT001 (glycopyrronium) and PT005 (formoterol fumarate). A triple-drug combination is also 
under development, and is composed of the LAMA glycopyrronium, the *LABA formoterol 
fumarate and budesonide, an inhaled corticosteroid. 
***************************************************************************
************************************************ 
Apply on company website 
Scientist / Sr. Scientist 
Rigel Pharmaceuticals Inc. - San Francisco Bay Area 
Posted 16 days ago 
 

 Experience 
Mid-Senior level 

 Job function 
Science 

 Employment type 
Full-time 

 Industry 
Biotechnology 
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 Job ID 
7354571 

About this job 
Job description 
We are looking for an experienced in vivo scientist with hands-on expertise in models of 
autoimmunity and inflammation to join our Preclinical Development department, which is 
dedicated to the discovery and advancement of small molecule therapeutics. A primary role for 
this individual is to provide scientific leadership to guide project teams in selecting the most 
appropriate animal model(s) to validate molecular and cellular targets, leading to increased 
understanding of the disease process. The successful candidate will need to have expert 
knowledge of scientific principles and methods of experimentation and have experience in 
applying knowledge of cell and molecular biology to model development and IND enabling 
programs. The individual in this position will have close interaction with discovery and the 
other preclinical functional units in drug metabolism, toxicology, and pharmaceutics. Additional 
duties include management of research associates, and completion and review of reports, 
presentations, and technical summary documents to be used to support clinical trials.  
ESSENTIAL JOB FUNCTIONS:  
You will be responsible for active participation in all aspects of study design, conduct, and 
reporting of in vivo studies for lead optimization of novel agents affecting signaling pathways in 
the immune system. 
Desired Skills and Experience 
Candidates must possess a Ph.D. degree in pharmacology, physiology, immunology, biology or 
a related discipline with a minimum of 4 years of research experience. Excellent oral and 
written communication skills required. Candidates must have the ability to work independently 
and as part of a team. 
About this company 
Rigel Pharmaceuticals Inc. 
Rigel is a clinical-stage drug development company that discovers and develops novel, small-
molecule drugs for the treatment of inflammatory and autoimmune diseases, as well as muscle 
disorders.  
 
Rigel's pioneering research focuses on intracellular signaling pathways and related targets that 
are critical to disease mechanisms. Rigel's productivity has resulted in strategic collaborations 
with large pharmaceutical partners to develop and market its product candidates.  
 
The company currently has six product candidates in clinical development: fostamatinib, an 
oral SYK inhibitor in advanced clinical trials for rheumatoid arthritis and other immune 
disorders; R343, an inhaled SYK inhibitor for asthma, R333, a topical JAK/SYK inhibitor for 
discoid lupus, and R348, a topical JAK/SYK inhibitor, for chronic dry eye - all in/entering Phase 
2 clinical trials; and two oncology product candidates in Phase 1 development with partners 
BerGenBio and Daiichi Sankyo. 
***************************************************************************
***************************************** 
Apply on company website 
Scientist - Biochemical and Cellular Pharmacology 
Genentech - US - California,South San Francisco 
Posted 11 days ago 

 Experience 
Associate 

 Job function 
Research, Science 

 Employment type 
Full-time 
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 Industry 
Biotechnology, Pharmaceuticals 

 Employer job ID 
00415511 

 Job ID 
6654342 

About this job 
Job description 
Who We Are 
At the Roche Group, about 80,000 people across 150 countries are pushing back the frontiers 
of healthcare. Working together, we've become one of the world's leading research-focused 
healthcare groups. A member of the Roche Group, Genentech has been at the forefront of the 
biotechnology industry for more than 30 years, using human genetic information to develop 
novel medicines for serious and life-threatening diseases. The headquarters for Roche 
pharmaceutical operations in the United States, Genentech has multiple therapies on the 
market for cancer and other serious illnesses. Please take this opportunity to learn about 
Genentech, where we believe that our employees are our most important asset and are 
dedicated to remaining a great place to work. 
 
The Position We have an opening for a talented Scientist to join our Biochemical and Cellular 
Pharmacology group as part of the small molecule drug discovery program in our South San 
Francisco location. The successful candidate will be responsible for representing the 
department in support of specific projects in the Infectious Diseases therapeutic area. 
Specifically, the individual will focus on developing, validating and executing both biochemical 
and microbiological assays with the purpose of identifying novel antibacterial agents and 
subsequent evaluation of the structure-activity relationship (SAR) and mechanism-of-action. 
The individual will be expected to employ multiple enzymatic assay platforms and implement 
assay automation, new technologies and rigorous data analysis techniques. Close collaboration 
with our automation group, medicinal chemists, structural biologists, in vivo pharmacologists, 
and ID Scientists will be essential to success. 
Who You Are A Ph.D. in Biochemistry, Microbiology, Pharmacology or a related field with at 
least 3 years of industry experience in providing lead finding/optimization support of 
antibacterial drug discovery programs is required. The successful candidate must have 
experience in the design, validation, and execution of both biochemical and bacterial whole cell 
assays with proven expertise in assay automation and rigorous data analysis methods. 
Experience in designing assay strategies to capture appropriate leads is critical, as is the 
characterization of resultant antibacterials. Individuals with strong leadership and 
communication skills, and with experience participating in multi-disciplinary project teams are 
encouraged to apply.  
 
The next step is yours. To apply today, click on the "Apply online" button below. 
 
Genentech is an Equal Opportunity Employer. 
 
 
 
*************************************************************************** 

Jobs That Crossed My Desk Through Sept. 29, 2013 
************************************************************************** 
If you are qualified and interested please contact me privately at dave@alpinesearch.net 
Small Pharma Marketing: Sr Product Manager, SF Bay area  
Dave MurphyManaging Partner, The Alpine Group - Biopharma, Medical Device and Diagnostics 
Executive Search Agency, MRINetwork 
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To view a brief video about this opening please click here: http://youtu.be/pVWbo0Crv00 
A mid-size pharma client of mine is building a new Business Unit and has a newly created 
opening for a Sr. Product Manager to work in the Immunology space. They have doubled in 
size in the past two years and will be launching two new drugs in the next 18 months for 
immunological conditions. The Sr PM will be responsible for launch planning and execution, 
including segmentation, positioning, branding, KOL strategy, Advisory Boards, and sales force 
support, among other things. 
Qualifications: 
- 4+ years of marketing experience in the Pharmaceutical or Biotech industry 
- Product launch or launch planning experience, including sales force support and KOL / 
advocate development 
- A willingness to “roll up your sleeves” in a small drug company that operates without the 
resources and trappings of Big Pharma 
- The ability to advance at least two levels above this position 
______________________________________________________________________ 
Biotech Online Marketing Specialist - SF Bay area  
Dave MurphyManaging Partner, The Alpine Group - Biopharma, Medical Device and Diagnostics 
Executive Search Agency, MRINetwork 
To view a brief video about this opening click here: http://youtu.be/AX2d3gvkpP8 
 
A small Biotech client of mine in San Francisco is expanding and has a newly created Online 
Marketing Specialist opening. Duties include building and managing the entire Digital Marketing 
program, including website management, SEO, SEM, database marketing, and email 
campaigns. Reporting to the Director of Marketing, you will assist in setting long-term strategic 
plans and branding initiatives. 
Qualifications: 
- 3+ years of Online Marketing experience that includes work in the Life Science, Diagnostics 
or Medical Device industries 
- Experience planning and executing digital marketing campaigns, managing websites, 
SEO/SEM strategies, and other tools and techniques in online marketing 
- Bachelor's degree or better; MBA preferred 
 
If you are qualified and interested please contact me privately at dave@alpinesearch.net 
********************************************************************** 
Apply on company website 
http://www.linkedin.com/groupAnswers?viewQuestionAndAnswers=&discussionID=277562896
&gid=3412079&trk=eml-anet_dig-b_jb-ttl-cn&fromEmail=&ut=09p7hrHoPV7BY1 
Manufacturing Technical Specialist - Stem CentRx - South San Francisco  
Manufacturing Technical Specialist 
Location: South San Francisco, CA 
Job Code: 130913A 
Required Education: 
Bachelors Degree 
 
Located in South San Francisco, Stem CentRx is embracing new paradigms and technologies to 
develop novel and life-changing therapies for cancer. As part of a talented and multi-
disciplinary team advancing an exciting novel approach to drug development, we are primarily 
seeking a highly motivated candidate to support manufacturing of novel ADC molecules. The 
Manufacturing Technical Specialist will be part of a small team working on GMP production of 
biologics for early stage clinical studies. Responsibilities include performing GMP operations in 
Seed Lab, Cell Culture, Purification, Conjugation, Formulation and Filling. As a member of a 
high functioning team, he/she will execute GMP runs in close collaboration with Process 
Development scientists and engineers. He/she will transfer process from lab scale to GMP scale 
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in support of Tox and early stage clinical studies. Duties include inventory management, media 
and buffer preparation, equipment setup and maintenance, automated skid recipe generation 
and data management. Other duties include but not limited to meeting with vendors to 
negotiate and procure equipment, participating in Factory and Site Acceptance Tests, leading 
and/or supporting IQ/OQ activities for facility and process equipment, creating SOPs and Batch 
records, establishing operational policies and procedures and many other activities to ensure 
successful Manufacturing process. The Mfg Specialist will use their understanding of Cell 
Culture and Purification theories and principles to successfully troubleshoot processing and 
equipment issues. The Mfg Specialist will be trained in current Good Manufacturing Practices.  
Requirements 
 
• BS in life sciences with a minimum 5 years relevant job experience 
• Experience in GMP operations and working with large scale manufacturing  
• A high degree of self-motivation is required 
• Hands-on cell culture, purification and/or filling and fill line experience (or equivalent) and a 
familiarity with lab techniques and procedures 
• He/She should be open to working off-shift and long hours as required. Mechanical aptitude, 
computer systems and protein purification skills are preferred.  
• Mandatory professional skills include organized and disciplined record keeping, excellent 
communication and technical writing skills, an ability to work effectively with others in a 
dynamic environment, and the ability to self-motivate, multitask, and meet frequently tight 
deadlines. 
• Strong commitment to working safely and the ability to lift 30 lbs is a requirement. 
************************************************************************ 
For the job below, please send resume at wd_darshana at hotmail dot com. More details in 
JOBS category at www.darshanavnadkarni.wordpress.com.  
 
Head of Molecular Analysis- early cancer detection and prevention technology -  
 
An early stage, recently funded company with revolutionizing early cancer detection and 
prevention technology, comprising of simple, accurate, and proprietary blood test, has an 
immediate opening for Head of Molecular Analysis. This is a critical, highly visible position and 
requires minimum 8-10 years experience in both hands-on analysis and strategic experience to 
build the team. Will require frequent travel to Taiwan and ability to speak Mandarin is a huge 
plus. Please see full description in JOBS category at www.darshanavnadkarni.wordpress.com 
and if interested, mention salary expectations and how well the description matches your 
experience. 
************************************************************************ 
http://www.linkedin.com/groupAnswers?viewQuestionAndAnswers=&discussionID=277560981
&gid=3412079&trk=eml-anet_dig-b_jb-ttl-cn&fromEmail=&ut=1c0avgRCca7RY1 
Senior Manufacturing Engineer - Access Closure - Santa Clara  
REQ: #13-5459 
TITLE: Senior Manufacturing Engineer  
FLSA: Exempt  
LOCATION: Santa Clara - CA 
 
JOB SUMMARY: The Senior Manufacturing Engineer develops and implements manufacturing 
processes, equipment, and fixtures. Work as part of a development team in developing and 
implementing new processes. 
 
ESSENTIAL DUTIES AND RESPONSIBILITIES include the following. Other duties may be 
assigned on an individual basis: 
• Manage projects and provide team leadership as needed to improve processes, implement 
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new processes, or transfer new products to manufacturing 
• Create documentation to support new and improved manufacturing processes 
• Write and perform process validations 
• Perform IQ/OQ/PQ as required on equipment 
• Disposition NCR’s and CAPA’s as assigned 
• Perform experiments, including but not limited to DOE’s to characterize and improve 
processes 
• Provide leadership and direction for more junior engineers and technicians in areas of 
manufacturing engineering and process development 
• May supervise one or more junior engineers and/or technicians 
• Interface directly with assemblers, production supervisors, leads, engineers, and 
management on a routine basis 
• Coordinate with suppliers and external resources needed in developing and implementing 
new processes 
• Work closely with R&D and Manufacturing to capture and interpret the design intent in order 
to refine and improve processes 
• Facilitate excellent communications between all team members 
 
Requirements 
 
EDUCATION/EXPERIENCE: 
• Bachelors degree in Engineering (Mechanical, Materials Science, or Biomedical preferred) and 
a minimum of five (5) years experience or equivalent experience, preferably in a medical 
device environment 
• Excellent written and verbal communication and interpersonal skills 
• Experienced in MS Word, Excel, and Project 
• Experience in Design for Manufacturing (DFM), Design of Experiments (DOE) and 
product/process Failure Mode and Effects Analysis (FMEA). 
• Experience with CAD Software (Solid Works & AutoCAD) preferred 
• Previous Supervisory experience a plus 
 
SUPERVISORY RESPONSIBILITIES: 
• May supervise up to 3 engineers and/or technicians  
WORK ENVIRONMENT:  
• Work includes potential exposure to radiation sources such as fluoroscope in a catheter 
laboratory setting. 
• Work includes potential exposure to chemicals 
• Work includes potential exposure to human bloodborne pathogens or other potentially 
infectious material 
 
 
********************************************************************** 

Jobs Through Sept. 29, 2013 
*********************************************************** 
Seeking Sr. SAS Programmers (Bay Area, CA) Contact: amanda.carson@talentmine.net  
Amanda CarsonSeeking SAS Programmers 
TalentMine is seeking high level programmers for Bay area in California for various 
opportunities.  
Duration: contract/ contract to hire  
 
Responsibilities:  
• Performs SAS Programming procedures in support of clinical trials, with adherence to 
industry standards  
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• Applies advanced level programming techniques with regard to monitoring, reporting and 
analysis of clinical trial data, and may also be involved with the planning, implementation, and 
maintenance of software used for such purposes  
• Completes program development and documentation of data sets, tables, listings and graphs  
• Participates in monitoring CRO deliverables/activities  
• Conducts program verification and resolves technical problems  
• Works closely with Biostatistics personnel to create analysis files specifications and analysis 
outputs per the SAP  
• Contributes in the development, implementation and documentation of programming 
standards, templates/conventions & CDISC standards  
 
 
Requirements  
5+ years of experience working in clinical SAS  
BS/MS in Statistics or related field  
Experienced in CDISC (SDTM/ADaM)  
Must have experience in creating macros  
Must be able to work onsite for these positions  
 
 
TalentMine LLC is an EOE  
 
 
THIS IS WHO WE ARE:  
 
TalentMine is an organization that is committed to providing qualified resources on a fulltime & 
contract basis in the Biotech, Pharmaceutical and Medical Device Industries. TalentMine is 
committed to excellence in Life Sciences Staffing. With industry expertise in-house, we 
understand our client's needs as well as the industry challenges. Our goal is to strategically 
partner with hiring managers in the Biotech, Pharma and Medical Device space in order to 
provide the most targeted searches possible while providing a customer experience second to 
none. 
_________________________________________________________________________ 
Pharma in Southern California seeking Sr. SAS Programmer- contact 
amanda.carson@talentmine.net  
Amanda CarsonSeeking SAS Programmers 
We are seeking a Sr. SAS Programmer for a Pharma in Southern California. This is a contract 
or contract to hire opportunity. 
 
 
Main Responsibilities  
• Creates datasets, TLF, and Macros 
• Works from a Macro library and adds to the macro library by creating Macros from scratch 
• Collaborates with project lead statistician to develop the statistical deliverables and meet 
project timelines  
• Communicates with CRO’s on deliverables/activities  
• Performs validation and makes corrections when necessary 
• Works closely with Biostatistics personnel to create analysis files specifications and analysis 
outputs per the SAP  
• Contributes in the development, implementation and documentation of programming 
standards, templates/conventions & CDISC standards  
Requirements 
• BS/MS in Statistics, Computer Science or related field  
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• Minimum of 5+ years clinical SAS Programming (Pharm/CRO) 
• Work experience with data manipulation, analysis and reporting  
• Must have experience with Base SAS & proc report  
• Good knowledge of SAS/GRAPH and skilled with macros  
• Good knowledge of SAS/STAT or other statistical software  
• Experience with CDISC, SDTM/ADaM mapping  
• Must be familiar with using and creating SAS macros  
 
 
TalentMine LLC is an EOE  
http://www.novartis.com/careers/job-search/index.shtml 
 
Associate Director, Regulatory Affairs - TRD 
117017BR  
Director, Clinical Manufacturing - TRD 
120878BR  
Director, Drug Delivery - TRD 
117259BR  
Finance Manager, Reporting, Planning & Compliance - TRD 
120515BR  
GMP Officer - Swing Shift - PharmOps 
109936BR  
Head of Finance - PharmOps 
118785BR  
Manufacturing Tech III - TRD 
122996BR  
Manufacturing Tech, PharmOps  
92092BR  
Manufacturing Technician II - TRD 
126362BR  
Process Development Engineer II - TRD 
124002BR  
Process Unit Coordinator - PharmOps 
124734BR  
Process Unit Engineers, PharmOps 
111948BR  
Process Unit Facilitator - PharmOps 
124760BR  
Purchasing Expert - PharmOps 
124826BR  
QC Analytical Chemist - PharmOps 
125159BR  
Regulatory CMC Manager - PharmOps 
117144BR  
Research Associate II - TRD 
123484BR  
Research Associate III - TRD 
123099BR  
Research Associate III, Analytical R & D - TRD 
122740BR  
Scientist - Analytical, TRD 
116657BR  
Scientist_TRD 
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123019BR  
Senior Design Engineer - TRD 
124762BR  
Senior Production Planning Specialist - TRD 
128599BR  
Senior Research Associate - TRD 
122746BR  
Staff Design Engineer - TRD 
125631BR  
Staff Project Engineer - PharmOps 
124646BR  
Staff Project Engineer - TRD 
121531BR  
TPM Site Coordinator - PharmOps 
127058BR 
 
***************************************************************************
Apply on company website 
Medical Director & Medical Monitor - Cardiovascular: (Western US): Top Pharma Co: Major 
Cardio Drug Development [RETAINED SEARCH]  
Cornerstone Search Group - San Diego, CA (Covering west of Mississippi) work from home 
Posted 1 day ago 

 Experience 
Executive 

 Job function 
Research, Other, Science 

 Employment type 
Full-time 

 Industry 
Biotechnology, Pharmaceuticals 

 Employer job ID 
srBH2088li 

 Job ID 
6468161 

Other Details 
About this job 

Job description 
This is a full-time position where you will be an employee of this Top 10 Global Pharmaceutical 
Company working on one of their largest Clinical Development Programs for a new 
cardiovascular drug to treat Heart Failure. This is a key position critical to the success of the 
overall Clinical Development Program for this CV/Heart Failure drug. Work closely in the field 
with PIs and KOLs regarding multiple medical, safety and patient matters.  
Company Description:  
One of the most successful Global Top 10 Pharmaceutical/Biotech Companies that also has the 
richest and most extensive development pipeline in multiple therapeutic areas in the entire 
Pharmaceutical Industry..  
Location: Home-based position – must be located west of the Mississippi and will cover the 
Western United States.  
Attractive Features about this Opportunity  

 Be part of a team working on a very large, high profile cardiovascular / critical care 
clinical trial (registration trial)  

 Work closely with key PIs and KOLs  
 Work from your home office and travel to sites and corporate headquarters as needed  
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 Join one of the most successful Pharma Companies in the World with the richest drug 
development pipeline in the industry  

Responsibilities  
In a nutshell, for your assigned region, you will be the key contact for important PIs and KOLs 
involved with a very large, important and critical CV drug development program. This will 
include, but not be limited to: communicating/meeting with PIs and KOLs regarding clinical 
protocols, drug safety (AEs/SAEs), risk management, patient recruitment & inclusion/exclusion 
criteria, medical matters/issue. Also, you will work closely with Global Program Team Members 
based in the US and in international locations as well.  
Requirements/Qualifications:  

 MD degree  
 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical 

Monitor capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
 Willingness and capability to travel as necessary to investigational sites to meet face-to-

face with PIs and KOLs  
 Must have the flexibility to travel extensively  

Confidentiality/privacy  
All inquiries and submissions are held in strict confidence, i.e. no information provided to us by 
you will be shared with any parties outside of Cornerstone Search Group without your 
permission to do so.  
Keywords:  
Medical Director, Medical Monitor, Monitor, Cardio, CV, Cardiovascular, MD, M.D., Physician, 
Phase 3, Phase III, Mega, Novartis, Serelaxin 
Desired Skills and Experience 
Requirements/Qualifications:  

 MD degree  
 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical 

Monitor capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
 Willingness and capability to travel as necessary to investigational sites to meet face-to-

face with PIs and KOLs  
 Must have the flexibility to travel extensively 

 
******************************************************************* 
Apply on company website 
Medical Affairs Associate 
Allergan - Carlsbad, CA 
Posted 22 hours ago 

 Experience 
Mid-Senior level 

 Job function 
Science 

 Employment type 
Full-time 

 Industry 
Cosmetics, Pharmaceuticals, Medical Devices 

 Employer job ID 
131681 

 Job ID 
7523308 

About this job 
Job description 
This person will support the organization, leadership and monitoring of all activities of the 
department related to the entire adverse event reporting process, which may include collecting 
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safety data from clinical trials and/or the post-marketing setting for all SkinMedica products, 
dissemination of medical information regarding all SkinMedica products, and assist with the 
organization and review of package labeling and promotional materials. Essential Duties and 
Responsibilities  
Assists in all aspects of adverse event reporting, medical information activities, and clinic 
activities.  
Supports other departments in safety issues, i.e. participate in the preparation of informed 
consent and safety-specific sections of protocols or promotional materials.  
Performs medical reviews of pharmaceutical and aesthetics artwork for primary and secondary 
packaging components and promotional materials.  
Collects, investigates, documents and monitors AE reports received at SkinMedica and enters 
data into safety database. Forwards reports to third party vendor for regulatory submission as 
appropriate.  
Interfaces with Regulatory Affairs to ensure that good regulatory and clinical practices are met.  
Assists with the organization and facilitation of the promotional and/or labeling review process.  
Supports external customers, customer service, sales training and sales force by responding to 
medical inquiries.  
Prepares standard responses for frequently asked questions. Conducts literature and 
publication searches to provide references for standard responses.  
Updates frequently asked questions and responses in medical inquiry database/CRM, as 
appropriate.  
Reviews and prepares monthly management report for AE reports and medical inquiries for 
upper management distribution, review and sign-off.  
Participates in routine quality review of AE reports and aggregate reports for other members of 
the group ensuring that case processing and data quality meet global regulatory compliance 
needs including audit support.  
Provides compliance training including AE reporting and handling of medical inquiries to 
SkinMedica personnel. 
Desired Skills and Experience 

 Bachelor Degree Required  
 1-5 years of medical aesthetics, nursing, or pharmacy or equivalent educational 

background with pharmaceutical or personal care product industry experience  
 Knowledge and application of all regulatory guidelines governing adverse event 

reporting is preferred (GCP, ICH guidelines, CFR, etc.)  
 Scientific and clinical knowledge in dermatology and general medicine  
 Must be proficient and comfortable with computer databases and/or advanced 

applications  
 Must be flexible in meeting the needs of the Research & Development Department.  
 Must be able to manage multiple tasks, priorities and timelines  
 Working knowledge of Microsoft Office  
 Excellent oral and written communication skills About this company 

Allergan 
Allergan is a multi-specialty health care company established more than 60 years ago with a 
commitment to uncover the best of science and develop and deliver innovative and meaningful 
treatments to help people reach their life’s potential. Today, we have approximately 10,000 
highly dedicated and talented employees, global marketing and sales capabilities with a 
presence in more than 100 countries, a rich and ever-evolving portfolio of pharmaceuticals, 
biologics, medical devices and over-the-counter consumer products, and state-of-the-art 
resources in R&D, manufacturing and safety surveillance that help millions of patients see 
more clearly, move more freely and express themselves more fully. From our beginnings as an 
eye care company to our focus today on several medical specialties, including eye care, 
neurosciences, medical aesthetics, medical dermatology, breast aesthetics, obesity 
intervention and urologics, Allergan is proud to celebrate 60 years of medical advances and 
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proud to support the patients and physicians who rely on our products and the employees and 
communities in which we live and work. 
 
 
************************************************************************** 
http://mckessonjobs.com/us/health-and-safety/jobid4227972-senior-director-regulatory-
affairs-jobs#! 

Senior Director Regulatory Affairs 
Empowering healthcare starts with you. At McKesson, whether you work in HR or 
marketing, finance or public affairs, you're making a difference. You'll spark a chain 
reaction that results in millions of people getting more from their healthcare. 
 
As the nation's leading healthcare services company, we touch virtually every aspect of 
healthcare. We empower our customers by delivering vital supplies and solutions. And 
we empower our employees through a supportive environment where opportunity and 
responsibility grow. Our exceptional leadership team provides the vision and strategy to 
advance healthcare, so you can feel confident in our direction and your future. At 
McKesson, we believe we can empower healthcare. And it all starts with you. 
 
Position Description 
The Sr. Director of Regulatory Affairs is responsible for managing the daily activities of 
the regulatory affairs team that executes the compliance activities associated with the 
company’s handling of pharmaceutical controlled substances. The Sr. Director will direct 
the implementation and execution of company policies and procedures established to 
ensure the strict compliance to federal and state regulations required for the 
distribution of controlled substances. Provides guidance and direction to field sales and 
operations teams on matters regarding controlled substance. Ensures that controlled 
substance regulatory reporting requirements are met. Provides expertise and oversight 
to Regional Directors of Regulatory Affairs including education, training and consultative 
guidance. Interacts directly with customers by providing education materials and 
conducting due diligence. 

 Manages regulatory staff that ensures distribution centers in McKesson 
Pharmaceutical are in compliance with all state and local regulations relating to 
the distribution of pharmaceutical controlled substances.  

 Direct responsibility for establishing and maintaining relationships with key 
regulatory officials and regulatory compliance groups/individuals of industry 
partners. Interacts with pharmacy customers while conducting due diligence. 

 Coordinates with Internal Audit and Risk Control Group to ensure STARS audit 
process is aligned with and supportive of Sarbanes-Oxley and DEA regulations 
and requirements.  

 Provides regular updates to senior leadership relative to the state of compliance 
in the business units (s) and potential regulatory issues they may face.  

 
Minimum Requirements 

 10+ years experience in controlled substance compliance and diversion 
enforcement, preferably as an agent or investigator of DEA 

 7+ years managerial experience and supervision in controlled substance 
compliance and diversion enforcement. 

 Expert level understanding of DEA and controlled substance regulations and 
compliance 

 
Additional Knowledge & Skills 



10/6/2013  23 

 Excellent Communications Skills (verbal, written, presentation) 
 Analytical skills 

 
Education 
4 year degree in related field 
 
Physical Requirements 

 General Office Demands 
 Travel throughout western US 

 
Benefits & Company Statement 
We believe you should be rewarded for the important work you do. For that reason, 
you'll receive a competitive compensation and benefits package when you join our 
team. 
 
It starts with you. That's a simple sentence but it says a lot. It reminds each one of us 
that what we do matters. Every single McKesson employee contributes to our mission - 
whatever your title, whatever your role, you act as a catalyst in a chain of events that 
helps millions of people all over the globe. By connecting and improving the business of 
healthcare, we're helping to ensure that millions of patients get the treatment they 
need. And by choosing a career with McKesson, you'll join a team of passionate people 
working together to improve lives and advance healthcare. 
 
At McKesson, we believe we can empower healthcare. And it all starts with you. 
 
As an equal opportunity employer, McKesson Corporation unites the talents and 
contributions of all to advance the power of healthcare. Learn more about our 
opportunities at mckesson.com/careers 

 
 
 
*************************************************************************** 
https://jobs.smartbrief.com/action/listing?listingid=2B31768C-9E37-460D-A2FB-
E2CD602FF259&briefid=3e572e18-3fbc-11d5-ad13-000244141872&sid=2c27e8c7-b8c8-41a0-
9df0-199b99dc80c0 
 
Counsel I  
Gilead Sciences 
Job Description 
 
Specific Responsibilities: 
The Commercial Legal Group at Gilead is seeking a health care attorney to take on a range of 
challenging areas applicable to the distribution, pricing and reimbursement of prescription 
drugs. Responsibilities will include providing counsel and guidance to the organization’s 
commercial group on statutory and regulatory drug price reporting obligations, healthcare 
fraud and abuse laws and the rules and regulations of federal healthcare programs (including 
Medicare, Medicaid, 340B and the Veterans Administration). The position will also be 
responsible for providing contract negotiation and drafting support with respect to commercial 
and third-party vendor transactions, including but not limited to distribution relationships and 
agreements with managed care organizations. 
Essential Duties and Job Functions: 
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• Provide guidance on statutory and regulatory drug price reporting obligations under Medicaid, 
Medicare and the 340B program, as well as pricing restrictions and contracting requirements 
under the Veterans Health Care Act of 1992 and company’s Federal Supply Schedule contract 
• Provide guidance and work collaboratively with internal business clients on policies and 
procedures to ensure compliance with statutory and regulatory drug price reporting obligations 
• Provide guidance to company’s commercial organization on healthcare fraud and abuse risks 
when interacting and/or contracting with pharmacies, healthcare professionals, commercial, 
state and federal payers, managed care organizations and pharmacy benefit managers 
• Collaborate with internal business clients, colleagues and external counsel to ensure various 
programs meet compliance standards 
• Support company product launch initiatives 
• Support more senior level attorneys in providing guidance to company regarding 
reimbursement and coverage matters 
• Provide legal support for a range of activities associated with implementing patient assistance 
and support programs  
• Provide guidance to company regarding Risk Evaluation and Mitigation Strategy (REMS) 
obligations 
• Track Affordable Care Act legislative developments and challenges 
• Provide guidance to company regarding federal and state privacy laws 
• Appropriately manage a heavy workflow, setting priorities with clients and delivering results 
within agreed timelines 
• Advance a positive spirit of partnership and collaboration with internal clients and internal 
legal colleagues 
• Demonstrate an ability to think creatively and devise solutions to challenging problems 
• Exercise mature and reliable judgment while enjoying the company's enthusiastic, informal 
and fast-paced environment. 
Knowledge, Experience and Skills: 
• Have a J.D. from a nationally recognized law school 
• Have at least 3-5 years as health law counsel either at a law firm, company and/or 
government (FDA) experience demonstrating growth and ability to succeed 
• Experience drafting, reviewing and negotiating a wide variety of commercial agreements 
• Experience in, or familiarity with (i) health care compliance, (ii) prescription drug distribution 
channel(s) and contracting with the various parties in this channel, (iii) how managed care 
organizations are structured and their role in the prescription drug channel and (iv) the rules 
and regulations concerning healthcare programs (including Medicare, Medicaid, 340B and the 
Veterans Administration) 
• Individual must be a team player, self-motivated, able to demonstrate a history of 
successfully resolving challenging legal issues and able to effectively deliver sound and clear 
legal advice in a business setting 
• Ability to work cross-functionally and build consensus among various stakeholders while 
maintaining a compliant approach  
• Be resourceful, flexible and willing to engage in a wide variety of tasks and responsibilities 
• Comfortable providing guidance to senior attorneys and/or business with the ability to 
evaluate and articulate risk  
• Good decision-making skills  
• Good interpersonal and communication skills (written and verbal) 
 
*********************************************************************** 

To apply for this temporary assignment, please include your name and this position title in the 
subject line of your email, and send your resume to: careers@igenica.com.  
Laboratory Assistant (Temporary)--Igenica 
- Process Development - 
This is an exciting opportunity for a highly motivated individual to join a drug discovery team in 



10/6/2013  25 

our research organization and play a key role in applying and advancing our cutting-edge 
monoclonal antibody technologies for the discovery and development of novel antibody-based 
therapeutics for cancer.  The candidate will work within our process development team and run 
routine analytical assays on purified antibodies and antibody conjugates.  In addition to learning 
about antibody development, the individual will assist with antibody purification, laboratory 
maintenance and restocking.   

 
This position requires 2-4 years of college experience with exposure to laboratory environments.  
Must have experience running gel electrophoresis, HPLC with Empower experience is a plus.  
Individual must be able to work in a lab for up to 8 hours a day.  
 
This position provides an excellent opportunity to contribute significantly to the continued 
growth of the company.  To apply for this temporary assignment, please include your name 
and this position title in the subject line of your email, and send your resume to: 
careers@igenica.com.  
For further information about Igenica please visit our website at  
www.igenica.com. 

____________________________________________________________________ 
Research Associate I (Temporary) 

- Proteomic Sample Preparation and Data Processing - 
This is an exciting opportunity for a highly motivated researcher to support our core 
proteomics group in identifying and characterizing novel cancer antigens and therapeutic 
antibody targets.  A primary role for the successful candidate will involve preparation of protein 
samples from primary patient specimens for analysis on Igenica’s in-house hybrid linear ion 
trap-Orbitrap mass spectrometers.  Primary activities will involve biochemical lysate production 
and fractionation using proprietary protocols.  Additional responsibilities will include providing 
supporting roles for sample tracking and associated data entry, primarily using Excel, and 
assistance with mass spectrometry file conversion and processing using commercial software 
programs. 
This position requires a BS in Biological Chemistry or equivalent discipline.  While experience 
with mass spectrometry instrumentation and related file conversion software is not a 
requirement for this position, the successful candidate should have previous experience in 
performing standard molecular and/or biochemical techniques in a research setting.  
Significant proficiency with Excel for data sorting and consolidation is considered a strong 
attribute for this position.  Candidates must be meticulous in their work habits, and possess 
effective communication and organizational skills.  
This position provides an excellent opportunity to contribute significantly to the continued 
growth of the company.  To apply for this nine (9) month temporary assignment, please 
include your name and this position title in the subject line of your email, and send your CV or 
resume to: careers@igenica.com.   
For further information about Igenica please visit our website at  
www.igenica.com. 
 
************************************************************************* 
Contact Information 
ywca.sv@gmail.com 
http://www.ywca-sv.org 
Executive Director 
YWCA Silicon Valley—San Jose 
San Jose, California 
Founded in 1905, The YWCA Silicon Valley’s Nonprofit's mission is to eliminate racism and 
empower women. 
Revenues: Over $4 million per year 
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For more information, please visit http://www.ywca-sv.org/ 
 
Position 
Reporting to the Board of Directors, the Executive Director (ED) will have overall strategic and 
operational responsibility for the YWCA Silicon Valley’s staff, programs, and execution of its 
mission. S/he will initially develop deep knowledge of field, core programs, operations, fund 
development, and business plans. 
 
To apply 
Please email your resume and cover letter to the Executive Search Committee at 
ywca.sv@gmail.com 
Responsibilities 
Leadership & Management: 
• Ensure ongoing local programmatic excellence, rigorous program evaluation, and consistent 
quality of finance and administration, fundraising, communications, and systems; recommend 
timelines and resources needed to achieve the strategic goals. 
• Actively engage and energize the YWCA Nonprofit volunteers, board members, committees, 
partnering organizations, and funders. 
• Develop, maintain, and support a strong Board of Directors: seek and build board 
involvement with strategic direction for ongoing local operations as well as for future programs 
and services. 
• Lead, coach, develop, and retain YWCA senior leadership team. Ensure effective systems to 
track employee performance, and regularly evaluate program components, so as to measure 
successes that can be effectively communicated to the board, funders, and other constituents. 
• Maintain a climate to attract retain, and motivate a diverse staff of top quality people. 
• Collaborate with the board to implement the strategic plan while ensuring that the budget, 
staff and priorities are aligned with the YWCA Silicon Valley’s core mission. 
• Establish effective decision-making processes that will enable the YWCA Silicon Valley to 
achieve its long- and short-term goals and objectives. 
• Facilitate cross-departmental collaboration and strengthen internal communications with staff 
throughout the organization; create and promote a positive, multicultural work environment 
that supports consistency throughout the organization's strategy, operational methods, and 
data collection needs. 
• Cultivate a strong and transparent working relationship with the Board and ensure open 
communication about the measurement of financial, programmatic, and impact performance 
against stated milestones and goals. 
Fundraising & Communications: 
• Use external presence and relationships to garner new opportunities and to sustain a diverse 
funding base. Emphasis will be on corporate and foundation giving and strengthening current 
funding sources.  
• Ensure that the flow of funds permits YWCA Silicon Valley to make continuous progress 
towards the achievement of its mission and that those funds are allocated properly to reflect 
present needs and future potential. 
• Formulate and execute comprehensive marketing, branding and development strategies that 
will ensure consistency throughout the organization and enhance revenue from major donors, 
foundations, government agencies, and corporations. 
Planning & New Business: 
• Oversee the financial status of the organization including developing long and short range 
financial plans, monitoring the budget and ensuring sound financial controls are in place; set 
financial priorities accurately to ensure the organization is operating in a manner that supports 
the needs of the program and staff. 
• Maintain a working knowledge of significant developments and trends in the field. 
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Qualifications 
The ED will be thoroughly committed to the YWCA Silicon Valley’s mission. All candidates must 
have proven leadership, coaching, and relationship management experience. Concrete 
demonstrable experience and other qualifications include: 
• Bachelor’s degree, ideally with an MBA, MPA or related advanced degree. 
• Minimum 10 years of senior management experience with a track record of effectively 
leading a performance and outcomes-based organization and staff.  
• Excellent organizational management with the ability to coach staff, manage, and develop 
high-performance teams, set and achieve strategic objectives, and manage a budget 
• Strong marketing, public relations, and fundraising experience with the ability to engage a 
wide range of stakeholders and cultures 
• Outstanding presentation and communication skills and the experience and ability to be an 
outgoing spokesperson, relationship builder, and fundraiser 
• Passion, idealism, integrity, positive attitude, mission-driven, and self-directed 
 
************************************************************************ 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position 
Senior Project Manager – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit 
http://jgbbiopharma.com/jobs/.. 
 
 
DESCRIPTION: 
•Partner with Team Leader to manage the development and execution of project team strategy 
and to optimize team effectiveness in achieving project objectives in alignment with budget 
and timeline. 
•Establish and maintain functionally integrated project schedules to enable accurate project, 
financial and portfolio analyses and ensure accurate inputs are provided into business planning 
processes; ensures alignment with project sub-teams and functional partners. 
•Oversees and prepares project team budget including resources and costs collaborating with 
finance and other cross-functional departments 
•Ensure project team activities and decisions are clearly communicated, documented and 
archived, act as a primary contact for project team related information. 
•Facilitate project team meetings, cross-functional communication and decision making, 
ensuring alignment with internal and external stakeholders. 
•Identifies, recommends, and manages the implementation of process and other 
improvements; whether pertinent to departmental and/or corporate. 
•Effectively managing day-to-day operating requirements and communications for assigned 
alliances 
•Develop and maintain alliance relationships between companies 
•Responsible for communicating alliance project information to Senior/Executive Management. 
•Plan and coordinate implementation activities with partner 
•Manage shared repository for all communications, important documents and data for use with 
partner 
•Support CMC or other sub-teams as necessary 
 
EXPERIENCE AND QUALIFICATIONS: 
•Strong proficiency with project management practices, tools, and methodology. 
•Outstanding knowledge of overall drug development process relevant to 
pharmaceutical/biotech organizations. 
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•Financial acumen; capable of planning and oversight of project budgets and product 
valuations and an understanding of portfolio management concepts. 
•Excellent interpersonal skills, ability to develop important relationships with customers and 
key stakeholders, good conflict management skills. 
•Excellent analytical skills, with an ability to communicate complex issues in a simple way. 
•Demonstrate ability to translate strategy into action. 
•Strong influence, negotiation, and presentation skills. 
•Proven track record of good decision-making and exercising sound judgment. 
•Results and detail-oriented; self-motivated. 
•Proven experience using Project Management software to manage complex project timelines 
and resources. 
•Advanced degree is desired (e.g. MS, PhD, MBA) or commensurate experience 
•8 or more years multi-disciplinary experience in the biotech/pharmaceutical industry, with 4 - 
8 years direct project management in drug development 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
____________________________________________________________________ 
Clinical Trial Manager – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Responsible for oversight, coordination, and execution of clinical trials in support of clinical 
programs 
•Independently oversees and tracks study status and timelines, and feeds data into 
performance metrics reporting for assigned clinical projects. 
•Initiates and participates in development of clinical study documents including ICF, monitoring 
plans, recruitment plans, and other program/study related documents. 
•Oversees and works directly with CROs, vendors, investigators, monitors and other external 
partners. 
•Leads and participates in internal cross-functional clinical team meetings; serves as main 
point of contact study-level status updates. 
•Leads and coordinates study start-up activities including feasibility, investigational product 
and materials preparation, trial master file set-up, CRFs, regulatory documents, and site 
contracts in conjunction with relevant departments. 
•Supports and coordinates tasks related to data management, participates in database 
creation and user acceptance testing, input for edit checks and monitoring guidelines, data 
cleaning activities between study sites, data management and field monitors. 
•Supports CPM in coordination of receipt of all ancillary data e.g. safety lab data, analytic lab 
data, IVRS randomization data to ensure data is received at the time of database lock. 
•Conducts Trial Master File review, line listing data review, and Trip Report review. 
 
EXPERIENCE AND QUALIFICATIONS: 
•Experience: 7-10+ years clinical research experience in a pharmaceutical/biotech, CRO 
setting, monitoring experience 
•Phase 3 experience strongly preferred 
•Immunology or Oncology clinical trial experience preferred 
•Strong knowledge and understanding of GCP/ICH Guidelines for conducting clinical trials 
•Strong interpersonal, organizational, and multi-tasking skills 
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•Able to work independently 
•Excellent attention to detail and problem solving skills 
•Ability to work effectively work in a team setting 
•Travel domestic – up to 25% 
•Science background BS or healthcare degree required, Masters preferred 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/clinical-jobs 
_________________________________________________________ 
Total Productive Maintenance Site Coordinator – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
DESCRIPTION: 
•Driving the operational implementation of Asset Care Excellence aligned with the site’s culture 
of self-direction, empowerment, and accountability. 
•Defining, managing, and monitoring a number of improvement work-streams linked to the 
goals and ambitions of the Site TPM (Total Productive Maintenance) Steering Team. 
•Implementing the principles, processes, and practices associated with Global TPM Program  
•Championing and sharing Asset Care Excellence & Total Productive Maintenance Best Practice 
both internally and externally.  
•Demonstrate strong leadership skills, influencing competencies, and a proven ability to drive 
lasting behavioral change.  
•Lead Change Management of the local site based implementation of Asset Care Excellence & 
Total Productive Maintenance as defined and supported by the Global TPM Program. 
•Accountable for the on-time in full installation of Asset Care Excellence behaviors and 
processes at the site. 
•Determine, in conjunction with the Site TPM Steering Team and local teams, the appropriate 
tactical interventions to support delivery of strategic TPM goals 
•Develop and manage an overall long term TPM improvement plan at the site including the 
definition and execution of a series of operational improvement work-streams. 
•Engage both operational and senior staff in the associated culture change that is required to 
lead to successful and sustainable outcomes from TPM 
•Work cross-functionally in an autonomous manner to deliver a holistic and consistent 
approach across the site for TPM processes 
•Ensure standardization, familiarity and commonality of Asset Care Excellence processes 
across the site. 
•Accountable for articulating and resolving deviations from the site standard TPM processes 
Accountable for ensuring that implementation guidance, instruction and training materials 
including key terminology align with the TPM processes and is consistent across the site 
•Ensuring a criticality and risk based approach to maintenance (maintenance plans, task lists 
and spare parts management) and optimised preventive maintenance 
•Establishing and maintaining an Improvement & Asset Care ethos across the site 
•Recognized TPM Expert in several of the core TPM processes – e.g. Work Planning & Control, 
Equipment Continuous Improvement  
•Ensures adherence to the TPM program management methods, the program delivery 
processes and the tools for the program execution  
•Able to train embedded teams to practitioner level and facilitate/lead successful 
improvement/change interventions to increase performance 
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•Actively seek to learn from other industries and companies to deliver more actions back at the 
site in ever more innovative and efficient ways 
•Collaborate with facilitators and other production linked improvement professionals at the site 
to ensure Asset Care Excellence tools are applied to give maximum value in addressing 
equipment performance and variability issues 
 
 
EXPERIENCE AND QUALIFICATIONS: 
•10 - 15 years of experience in the pharmaceutical/chemical industry, knowledge of a process 
oriented organization and self-directed culture a plus  
•Expert knowledge of maintenance excellence, engineering and operational improvement 
processes 
•Proven project management and leadership skills of cross-functional teams 
•Interdisciplinary knowledge advantageous 
•Technical/Scientific degree or pharmaceutical or engineering bachelor degree  
(preferable mechanical engineering) 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/chemistry-manufacturing-and-control-cmc-jobs 
__________________________________________________________________ 
Staff Project Engineer – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Interacts with process development, manufacturing, automation and controls, facilities, 
quality and design engineering groups in design, scale-up and hand-off of technology transfers 
to clinical and commercial manufacturing along with facilitating, documenting, and providing 
equipment commissioning and qualification support.  
•Establishes and oversees manufacturing process and engineering continuous improvement 
projects.  
•Develops cost/performance models, where necessary, for project justifications. 
•Supports the preparation of all manufacturing and support documentation (SOP’s, PM’s, Spare 
Parts Lists). 
•Demonstrates working knowledge of manufacturing equipment and processes, automation 
technology, commissioning, and qualifications.  
•Demonstrates working knowledge of application of engineering to plant constructability as 
applied to construction methods and materials, and the economics involved. 
•Performs assignments independently with minimal guidance as to the general results 
expected, often times dealing with unusual or complex problems. 
•Provides direction and regular contact to consultants, vendors and contractors assigned to the 
project. 
•Ensures effective communication and coordination on assigned projects between all parties. 
•Plans, schedules, and coordinates: engineering, construction, qualification, and validation 
activities for projects. 
•Perform project cost estimating, project controls, and project manpower planning functions. 
•Analyze, prepare, and/or review reports, studies, specifications, drawings, test plans, and 
other data to execute work. 
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EXPERIENCE AND QUALIFICATIONS: 
 
•Formal project management training and/or certification is desirable. 
•Extensive Project Management experience associated with continuous improvement. 
•Excellent management, leadership and communications skills. 
•Creative problem solving and trouble shooting skills. 
•FDA, regulatory, and agency compliance experience is essential. 
•Must be able to demonstrate working knowledge of engineering principles and concepts. 
•Must be a team player with excellent interpersonal skills. 
•Excellent communication skills, both written and oral are required. 
•A working knowledge of regulatory requirements for pharmaceutical industry is required. 
•Demonstrated technical writing skills in support of regulatory filings is a plus. 
•Good documentation and record keeping skills and attention to detail are essential. 
•Must possess excellent technical judgment and use structured decision-making techniques. 
•A minimum of a Bachelors degree in an engineering discipline is required. Equivalent 
experience may be accepted. 
•A minimum of 10 years industry work experience is required. 
•Must have 8 years experience in project engineering or project management role.  
•Previous supervisory experience is preferred. 
•Must be able to demonstrate influencing and persuasion skills with an ability to drive decisions 
with executive staff. 
•Computer literacy and documentation skills.  
•Proficient at Microsoft Project. 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/chemistry-manufacturing-and-control-cmc-jobs 
___________________________________________________________________ 
Marketing Project Manager – Contract (Southern California Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Responsible for driving the development and creation of internal and external-facing 
marketing communications, supporting internal corporate stakeholders.  
•Work with business owners to understand objectives and strategies to help them optimize and 
effectively execute their programs/plans.  
•Working with the execution teams to ensure delivery of compelling marketing communication 
assets that are implemented to meet strategic goals.  
•Marketing communication assets should be consistent across all channels.  
•Prioritize activities to ensure all execution actions and milestones are accomplished on time 
and on budget, and that all deliverables meet corporate guidelines, brand strategies, and 
quality standards and requirements. 
•Must function as a team player building strong relationships with the business and execution 
teams.  
•Effectiveness in this role requires a thorough working knowledge of the marketing 
communications process and the department’s policies and procedures.  
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•The job encounters work situations of diverse scope and moderate to high complexity.  
•Will need to exercise judgment within defined procedures and practices to determine action.  
•Interacts with all levels of internal personnel. This interaction requires solid communication 
and organizational skills to communicate status and activities with confidence and 
professionalism. 
 
EXPERIENCE AND QUALIFICATIONS: 
•Ability to understand business strategies and prioritize activities appropriately 
•Must work effectively under tight deadlines and manage projects independently 
•Able to work in a highly matrixed environment and effectively navigate systems/processes 
•Resourceful in solving problems; good judgment 
•Align with and promote brand standards 
•Team player with excellent people skills 
•Excellent written / verbal communications 
•Strong organizational skills and a keen attention to detail 
•Self-motivated, engaged, and accountable 
•Bachelor’s degree in Communications, Marketing, or a related discipline or equivalent 
education preferred 
•Experience working in large organizations with multiple stakeholders and cross-functional 
teams a plus 
•Requires at least two-five (2-5) years in marketing communications, agency project 
management or similar role 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/marketing-sales-jobs 
 
************************************************************************* 
Apply on company website 
Marketing Manager 
Ajinomoto Althea, Inc. - Greater San Diego Area 
Posted 1 day ago 

 Experience 
Mid-Senior level 

 Job function 
Marketing 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
7488511 

About this job 
Job description 
Be part of a growing and innovative organization!  
Ajinomoto Althea has an opportunity for a Marketing Manager. This position will lead the 
development, implementation & monitoring of corporate marketing, communication and public 
relations, strategy for Althea’s contract manufacturing services, and sales support for lead 
generation and opportunity management programs.  
Responsibilities:  

 Oversees strategic planning, development, and coordination of all corporate marketing 
programs to further the company’s brand identity.  
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 Develops all Marketing strategies and tactical plans to further the company’s sales 
objectives.  

 Consults with members of senior staff, technical staff and sales department to develop 
strategies for corporate, online, event and brand marketing campaigns that drive top 
line growth and align with company objectives and goals.  

 Performs sales pipeline and lead-to-opportunity conversion analysis to determine lead 
funnel, market penetration, win rates, and opportunity metrics  

 Oversees the creation and development of marketing campaigns that demonstrates a 
clear, compelling and unique selling position.  

 Manages and maintains the annual marketing budget to ensure the optimization of 
resource allocations and investments.  

 Leads team of marketing professionals to implement and execute tactical marketing 
campaigns, and analyzes campaign performance to increase effectiveness. 
Recommends the best marketing channels to sell Althea’s services.  

 Develops and maintains a deep understanding of market, customer, industry knowledge 
and Althea’s market perception to determine how Althea’s value can be translated 
into a strategy versus its competitors.  

 Participates and assists regional and national sales meetings. Attends tradeshows and 
completes marketing field research. 

Desired Skills and Experience 
Requirements:  

 Bachelors or Masters Degree in a Business discipline or equivalent.  
 Minimum of seven (7) years of progressively responsible marketing management 

experience, preferably in the biotech field.  
 Minimum of three (3) years of leadership/supervisory experience.  
 Strong knowledge of the following concepts and technologies: HTML, XHTML, CSS, RSS, 

or PHP, SQL, Content Management Systems, CRM Databases, Adobe Creative Suite 
v1-5: Illustrator, Photoshop, InDesign, GoLive, Fireworks, Dreamweaver and Flash, 
graphic design, web development and prepress  

 Familiarity with online marketing campaigns including Web 2.0 concepts, email 
campaigns, lead nurturing, online culture, social media, social engagement, mobile 
devices, etc.  

 High aptitude to learn technical and scientific information.  
 Must be proficient with Microsoft Office applications, especially PowerPoint and Excel.  
 Experience with Salesforce.com preferred.  

Ajinomoto Althea, located in San Diego, CA, is a contract development and manufacturing 
organization that specializes in cGMP manufacturing, analytical development, aseptic filling into 
vials & syringes, and protein delivery technology for recombinant protein and parenteral 
products. In a single location, Althea has the experience, expertise, capacity, and flexibility to 
serve as a strategic partner for drug development and manufacturing needs for early- stage 
and commercial requirements.  
If you meet the requirements above and would like to apply for this position, please visit our 
website at www.atheatech.com and click on the ‘Careers’ section.  
Althea is an EOE dedicated to a diverse work force and Drug Free work environment.  
Qualified M/F/D/V candidates are encouraged to apply. 
About this company 
Ajinomoto Althea, Inc. 
Formerly Althea Technologies, Ajinomoto Althea is a San Diego-based biologics CDMO partner 
that provides clinical/commercial product development services, including production of 
microbial-derived recombinant proteins and plasmid DNA and cGMP filling in vials/syringes. 
Ajinomoto Althea also offers process development, analytical development, complex 
formulation, release testing, and stability testing services. Ajinomoto Althea also has an 
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innovative and proven recombinant protein expression technology called Corynex™. Corynex™ 
can deliver simplified production with better results. Learn more at www.altheatech.com. 
___________________________________________________________________________ 
Apply on company website 
Sr Accountant/ Cost Accounting Manager 
Ajinomoto Althea, Inc. - Greater San Diego Area 
Posted 2 days ago 
Apply on company websiteSavedUnsaveSave 

 Experience 
Mid-Senior level 

 Job function 
Accounting/Auditing 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
7464531 

Other Details 
About this job 

Job description 
Be part of a growing and innovative organization!  
Ajinomoto Althea has an opportunity for a Sr. Accountant / Cost Accounting Manager The 
purpose of this position is to provide ownership over the cost accounting function, including the 
set-up and review of overhead rates, application of cost accounting requirements/guidance and 
identification of inherent risks, identification of corresponding journal entries, ownership of 
general ledger accounts, support of budgeting and monthly cost accounting analysis including 
project profitability  
Responsibilities:  

 Plan, organize and direct all activities of the cost accounting function.  
 Responsible for supporting an accurate monthly, quarterly and annual close process as 

it pertains to the cost accounting function within the required timelines including not 
only booking journal entries and reconciling cost related general ledger accounts but 
also supporting analysis vs. budget, forecast and prior periods.  

 Responsible for developing and monitoring overhead rates.  
 Responsible for assisting with forecasting and the annual budget preparation process 

relating to cost accounting.  
 Conducts pro-active financial analysis of cost accounting activities and project 

profitability analysis with communication of issues and recommended 
solutions/process improvements.  

 Develop and monitor metrics and tracking system for major cost drivers.  
 Working with business, monitor on-going cycle counts, ensuring accuracy of inventory 

counts, analyzing results and any adjustments, investigating variances, and resolving 
issues through the use of root cause analysis.  

 Monitor and reconcile inventory reserves, shrink and obsolescence where necessary.  
 Serve as an internal technical cost accounting resource during the contract negotiation 

and contract review process related to contract pricing.  
 Assist Controller with managing compliance with Sarbanes-Oxley requirements.  
 Assist Controller in establishing controls necessary to ensure that capitalized inventory 

and project costs on balance sheet are properly stated and cost accounting execution 
is compliant with Ajinomoto Althea’s company policy/procedures and US GAAP.  

 Dotted line responsibility for cost accounting work performed by other team members.  
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 Develop/define and/or monitor policies/procedures for all cost accounting and inventory 
activities.  

 Key member of the implementation team organized to implement a new integrated ERP 
system. 

Desired Skills and Experience 
Requirements:  

 Bachelor’s degree from four-year college or university in Accounting, Finance or 
equivalent.  

 CMA/MBA and relevant industry experience with a contract manufacturing organization 
a plus, but not required.  

 Minimum of eight to ten (8-10) years of experience in Cost Accounting or a related 
field.  

 Hands on and detail oriented with demonstrated abilities to work with all levels of 
management.  

 Strong organization skills and detail-oriented with the ability to work independently to 
meet deadlines or as a team member.  

 Strong analytical and technical skills are required.  
 Advanced spreadsheet skills are required.  
 Strong hands-on ERP experience required. Company currently uses Great Plains and 

BatchMaster but intends to convert to SAP, Oracle or QAD in near future.  
 ERP implementation experience a plus.  
 Strong interpersonal skills and ability to communicate clearly and concisely both 

verbally and in writing to all levels within the organization.  
 Ability to work under pressure and multiple deadlines.  
 Proven leadership skills with the ability to develop and mentor staff.  
 Must be familiar with Microsoft Office applications including Word, Excel and Power 

Point.  
Ajinomoto Althea, located in San Diego, CA, is a contract development and manufacturing 
organization that specializes in cGMP manufacturing, analytical development, aseptic filling into 
vials & syringes, and protein delivery technology for recombinant protein and parenteral 
products. In a single location, Althea has the experience, expertise, capacity, and flexibility to 
serve as a strategic partner for drug development and manufacturing needs for early- stage 
and commercial requirements.  
If you meet the requirements above and would like to apply for this position, please visit our 
website at www.atheatech.com and click on the ‘Careers’ section.  
Althea is an EOE dedicated to a diverse work force and Drug Free work environment.  
Qualified M/F/D/V candidates are encouraged to apply. 
***************************************************************************
************************************* 
https://jobs.smartbrief.com/action/listing?listingid=2B31768C-9E37-460D-A2FB-
E2CD602FF259&briefid=3e572e18-3fbc-11d5-ad13-000244141872&sid=2c27e8c7-b8c8-41a0-
9df0-199b99dc80c0 
Job Summary 
Date Posted: 
9/20/13 
Location: 
Foster City, CA  
This Job appears in 
�  FDLI SmartBrief 
Counsel I  
Gilead Sciences 
Job Description 
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Specific Responsibilities: 
The Commercial Legal Group at Gilead is seeking a health care attorney to take on a range of 
challenging areas applicable to the distribution, pricing and reimbursement of prescription 
drugs. Responsibilities will include providing counsel and guidance to the organization’s 
commercial group on statutory and regulatory drug price reporting obligations, healthcare 
fraud and abuse laws and the rules and regulations of federal healthcare programs (including 
Medicare, Medicaid, 340B and the Veterans Administration). The position will also be 
responsible for providing contract negotiation and drafting support with respect to commercial 
and third-party vendor transactions, including but not limited to distribution relationships and 
agreements with managed care organizations. 
Essential Duties and Job Functions: 
• Provide guidance on statutory and regulatory drug price reporting obligations under Medicaid, 
Medicare and the 340B program, as well as pricing restrictions and contracting requirements 
under the Veterans Health Care Act of 1992 and company’s Federal Supply Schedule contract 
• Provide guidance and work collaboratively with internal business clients on policies and 
procedures to ensure compliance with statutory and regulatory drug price reporting obligations 
• Provide guidance to company’s commercial organization on healthcare fraud and abuse risks 
when interacting and/or contracting with pharmacies, healthcare professionals, commercial, 
state and federal payers, managed care organizations and pharmacy benefit managers 
• Collaborate with internal business clients, colleagues and external counsel to ensure various 
programs meet compliance standards 
• Support company product launch initiatives 
• Support more senior level attorneys in providing guidance to company regarding 
reimbursement and coverage matters 
• Provide legal support for a range of activities associated with implementing patient assistance 
and support programs  
• Provide guidance to company regarding Risk Evaluation and Mitigation Strategy (REMS) 
obligations 
• Track Affordable Care Act legislative developments and challenges 
• Provide guidance to company regarding federal and state privacy laws 
• Appropriately manage a heavy workflow, setting priorities with clients and delivering results 
within agreed timelines 
• Advance a positive spirit of partnership and collaboration with internal clients and internal 
legal colleagues 
• Demonstrate an ability to think creatively and devise solutions to challenging problems 
• Exercise mature and reliable judgment while enjoying the company's enthusiastic, informal 
and fast-paced environment. 
Knowledge, Experience and Skills: 
• Have a J.D. from a nationally recognized law school 
• Have at least 3-5 years as health law counsel either at a law firm, company and/or 
government (FDA) experience demonstrating growth and ability to succeed 
• Experience drafting, reviewing and negotiating a wide variety of commercial agreements 
• Experience in, or familiarity with (i) health care compliance, (ii) prescription drug distribution 
channel(s) and contracting with the various parties in this channel, (iii) how managed care 
organizations are structured and their role in the prescription drug channel and (iv) the rules 
and regulations concerning healthcare programs (including Medicare, Medicaid, 340B and the 
Veterans Administration) 
• Individual must be a team player, self-motivated, able to demonstrate a history of 
successfully resolving challenging legal issues and able to effectively deliver sound and clear 
legal advice in a business setting 
• Ability to work cross-functionally and build consensus among various stakeholders while 
maintaining a compliant approach  
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• Be resourceful, flexible and willing to engage in a wide variety of tasks and responsibilities 
• Comfortable providing guidance to senior attorneys and/or business with the ability to 
evaluate and articulate risk  
• Good decision-making skills  
• Good interpersonal and communication skills (written and verbal) 
 
 
************************************************************************** 
If you are qualified and interested please contact me privately at dave@alpinesearch.net 
 
Senior Marketing Manager - SF Bay area  
Dave MurphyManaging Partner, The Alpine Group - Biopharma, Medical Device and Diagnostics 
Executive Search Agency, MRINetwork 
To view a brief video about this opening please click here: http://youtu.be/pVWbo0Crv00 
 
A small drug company in the SF Bay area has doubled in size in the past two years and is 
expanding again - they are now adding a Sr. PM to their marketing team. Duties include launch 
planning for two new drugs in the Immunology market, lifecycle management, branding, sales 
force support and KOL strategy. It’s a newly created team with high exposure to senior 
management. 
Qualifications: 
- 3+ years of marketing experience in the biotech or pharmaceutical industry 
- Product launch and / or launch planning experience, including branding, messaging, sales 
force training, advisory boards and speaker’s bureau management 
- Bachelor’s degree or better; MBA preferred 
 
Total compensation (Base + Bonus): 130 – 155K 
 
 
*********************************************************************** 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
QA GMP Compliance Manager – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/.  
 
 
DESCRIPTION: 
•Supports day to day site Quality and Compliance needs on the shop floor.  
•Identifies and resolves Quality and Compliance issues unilaterally and cross-functionally.  
•Works closely with the Process Units and Quality Organization to ensure compliance with 
current Health Authority regulations through operational oversight, internal audits, deviation 
management, and proactive process improvement initiatives.  
•Assists with Regulatory Agency inspections/ activities, as needed.  
•Responsible for ensuring compliance with Federal (FDA, EPA, OSHA), State and local 
regulations.  
•Ensure and monitor adherence to all company policies and procedures relating to current 
Good Manufacturing Practices, Standard Operating Procedures and Health, Safety and 
Environmental Protection.  
•Responsible for commercial product and raw material release.  
•Provides general quality oversight to operations on the shop floor, supporting operators and 
support staff as needed to identify and address product quality and compliance issues as they 
arise.  
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•Perform random verifications of routine operational requirements, both on a product/batch 
level as well as on a process level. 
•Responsible for driving product quality improvements by coordinating investigations and 
corrective actions with all operating units, QA, Site Services, and suppliers to determine root 
causes and corrective actions to resolve complex, compliance related issues. (product failures, 
stability failures, and compliance issues, including supplier investigations).  
•Evaluation and decision of deviations reports in AQWA (TrackWise) compliant with cGMP 
guidelines and SOPs, while escalating the decision for critical /major deviations to QA 
management.  
•Drives timely resolution of deviations, disposition of batches and escalates in case of delays 
within the Process Unit. 
•Support Quality Assurance and GQO with internal audit coordination, response, and follow-up 
activities.  
•Evaluate current operational practices and recommend process improvements to ensure 
continued compliance to regulatory requirements and industry expectations.  
•Actively participates in process improvement teams/initiatives. Records, manages and 
analyzes performance metric values. 
•Participate in or lead internal/external audits, as needed.  
•Compilation of data and information for contribution to Risk Assessments and Reports (e.g. 
APR/PQRs). May actively author risk assessment and reports. Authoring and revision of SOPs 
where in the departments area of responsibility 
 
EXPERIENCE AND QUALIFICATIONS: 
•Expert knowledge and understanding of GMPs, keeping up to date with current industry issues 
and changing regulations.  
•Excellent oral and written communication skills required.  
•Very good user knowledge for Microsoft Word and Excel.  
•SAP and TrackWise knowledge a plus.  
•Demonstrated leadership ability, ability to manage through uncertainty and possess excellent 
interpersonal skills.  
•Ability to work under minimal direction, independently or as part of a team if necessary. 
•Minimum requirements Bachelor degree in a scientific discipline. Equivalent experience may 
be accepted.  
•A minimum of 10 years of related pharmaceutical experience. 
•Experience in Deviation Management and batch disposition. 
•Auditing and technical report writing experience.  
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/quality-jobs 
 
********************************************************************** 
If you or someone you know is qualified please contact me privately at dave@alpinesearch.net 
Dave MurphyManaging Partner, The Alpine Group - Biopharma, Medical Device and Diagnostics 
Executive Search Agency, MRINetwork 
To view a brief video about this opening click here: http://youtu.be/04nSx5oOnjo 
 
A mid-size drug company in the SF Bay area is expanding and adding a new Analytics 
professional to the marketing team. The Senior Manager will lead all the analytical work for a 
new oncology Business Unit. There are no direct reports, but it is the highest level Individual 
Contributor role in the organization. 
Qualifications: 
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- 6+ years of Market Analytics in the pharmaceutical or biotech industry 
- Experience in forecasting, secondary market research and sales planning 
- Strong quantitative skills; MBA or similar degree 
Target total compensation (base salary + bonus) is 140-155K, along with stock and a full 
range of corporate benefits. The job needs to be based in the Bay area (Peninsula); relocation 
support is provided 
 
************************************************************************** 
Counsel I  
Gilead Sciences 
Job Description 
 
Specific Responsibilities: 
The Commercial Legal Group at Gilead is seeking a health care attorney to take on a range of 
challenging areas applicable to the distribution, pricing and reimbursement of prescription 
drugs. Responsibilities will include providing counsel and guidance to the organization’s 
commercial group on statutory and regulatory drug price reporting obligations, healthcare 
fraud and abuse laws and the rules and regulations of federal healthcare programs (including 
Medicare, Medicaid, 340B and the Veterans Administration). The position will also be 
responsible for providing contract negotiation and drafting support with respect to commercial 
and third-party vendor transactions, including but not limited to distribution relationships and 
agreements with managed care organizations. 
Essential Duties and Job Functions: 
• Provide guidance on statutory and regulatory drug price reporting obligations under Medicaid, 
Medicare and the 340B program, as well as pricing restrictions and contracting requirements 
under the Veterans Health Care Act of 1992 and company’s Federal Supply Schedule contract 
• Provide guidance and work collaboratively with internal business clients on policies and 
procedures to ensure compliance with statutory and regulatory drug price reporting obligations 
• Provide guidance to company’s commercial organization on healthcare fraud and abuse risks 
when interacting and/or contracting with pharmacies, healthcare professionals, commercial, 
state and federal payers, managed care organizations and pharmacy benefit managers 
• Collaborate with internal business clients, colleagues and external counsel to ensure various 
programs meet compliance standards 
• Support company product launch initiatives 
• Support more senior level attorneys in providing guidance to company regarding 
reimbursement and coverage matters 
• Provide legal support for a range of activities associated with implementing patient assistance 
and support programs  
• Provide guidance to company regarding Risk Evaluation and Mitigation Strategy (REMS) 
obligations 
• Track Affordable Care Act legislative developments and challenges 
• Provide guidance to company regarding federal and state privacy laws 
• Appropriately manage a heavy workflow, setting priorities with clients and delivering results 
within agreed timelines 
• Advance a positive spirit of partnership and collaboration with internal clients and internal 
legal colleagues 
• Demonstrate an ability to think creatively and devise solutions to challenging problems 
• Exercise mature and reliable judgment while enjoying the company's enthusiastic, informal 
and fast-paced environment. 
Knowledge, Experience and Skills: 
• Have a J.D. from a nationally recognized law school 
• Have at least 3-5 years as health law counsel either at a law firm, company and/or 
government (FDA) experience demonstrating growth and ability to succeed 



10/6/2013  40 

• Experience drafting, reviewing and negotiating a wide variety of commercial agreements 
• Experience in, or familiarity with (i) health care compliance, (ii) prescription drug distribution 
channel(s) and contracting with the various parties in this channel, (iii) how managed care 
organizations are structured and their role in the prescription drug channel and (iv) the rules 
and regulations concerning healthcare programs (including Medicare, Medicaid, 340B and the 
Veterans Administration) 
• Individual must be a team player, self-motivated, able to demonstrate a history of 
successfully resolving challenging legal issues and able to effectively deliver sound and clear 
legal advice in a business setting 
• Ability to work cross-functionally and build consensus among various stakeholders while 
maintaining a compliant approach  
• Be resourceful, flexible and willing to engage in a wide variety of tasks and responsibilities 
• Comfortable providing guidance to senior attorneys and/or business with the ability to 
evaluate and articulate risk  
• Good decision-making skills  
• Good interpersonal and communication skills (written and verbal) 
 
*********************************************************************** 
http://www.linkedin.com/jobs2/view/7226255?trk=eml-anet_dig-b_premjb-ttl-cn 
Senior Research Fellow 
Evotec - San Francisco Bay Area 
Posted 17 days ago 

 Experience 
Mid-Senior level 

 Job function 
Science 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
7226255 

About this job 
Job description 
Senior Research Fellow – Principal Investigator  
Key Duties and Responsibilities: This leadership role will serve as the scientific point of contact 
for Evotec (US) Inc.-led small molecule repository initiatives. As such, the person assuming 
this key position will be expected to lead the scientific development of new NIH repository 
initiatives from conception to implementation. The role includes responsibility for compound 
selection strategy, the analysis and segmentation of existing collections, recommendation of 
the analytical technology used in quality assurance, and chemoinformatic technology employed 
for data analysis, storage and sharing. An important aspect of this role will be the ability to 
interact with both client stakeholders and internal support functions. The successful candidate 
will be expected to lead the NIH Small Molecule Repository-Evotec contract effort, and will 
closely work with governmental representatives and scientific advisory groups engaged in 
development and use of the repository. The role will also provide an important source of 
scientific knowledge within Evotec, and complement its international efforts in chemical 
synthesis and high throughput screening.  
Additional Information about the Position:  

 Proof of United States citizenship or permanent residency is required.  
 Evotec (US) Inc. has operations on both the East and West Coast of the United States, 

and this job location will be flexible in so far as it permits ready and regular access to 
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government clients in the Washington D.C. area, or, to the repository site operations 
located in the San Francisco Bay Area.  

 The position will require some regular domestic travel.  
 Evotec is an equal opportunity employer committed to diversity in the work place.  

Contact information:  
Interested applicants should email a cover letter and curriculum vitae, including bibliography to 
jobs@options4growth.net. 
Desired Skills and Experience 
Critical Scientific Qualifications:  

 Scientific leader with demonstrated experience in the field of chemoinformatics as 
applied to drug discovery.  

 Ph.D. and postdoctoral chemistry research experience with further specialization and in-
depth experience in medicinal chemistry, chemical biology and chemoinformatics 
approaches.  

 Ability to gain immediate respect of scientific peers, and effectively interact with expert 
user groups.  

 Track record of developing and leading new library building and chemoinformatic 
approaches, and close familiarity with chemical genomic initiatives in the academic 
and pharmaceutical science communities..  

 Demonstrated expertise and experience in library enhancement, including the 
sophisticated assessment and proposal of library diversity strategies.  

 Notable history and ability to wear multiple hats in a nimble, entrepreneurial 
environment.  

 Scientific authorship that is recognized for contributions to library design and compound 
selection for high throughput compound screening.  

 Ability to create and present both oral and written presentations with confidence, and 
actively participate in scientific publication as regards design and use of public sector 
compound libraries  

About this company 
Evotec 
The Compound Management business unit of Evotec, a drug discovery solutions international 
organization, offers a range of services to help organizations build and manage high quality 
small molecule collections in support of high throughput biological screening. Our facility in the 
San Francisco Bay Area is home to sample collections owned by governmental, not-for-profit, 
and commercial organizations. Our experience managing the U.S NIH’s Molecular Libraries 
Small Molecule Repository (MLSMR) as well as sample collections owned by academic and 
commercial organizations allow us to deliver optimal solutions for this critical function. 
 
************************************************************************ 

Jobs That Crossed My Desk Through Sept. 22, 2013 
********************************************************************** 
 
http://jgbbiopharma.com/jobs-category/clinical-jobs 
Clinical Scientist – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
DESCRIPTION: 
•Will report to the Senior Director, Clinical Development and assist in medical monitoring 
duties, communications with sites, clinical operations team members, SOT members, and 
contractors, and clinical trial data filing and medical management of trials. 
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•With Senior Director, provide medical decision-making for management of subjects in clinical 
trials, including decision-making regarding subject safety  
•Writing of protocol sections, amendments, clinical study reports and narratives, and other 
communications including the Annual Report and the Investigator’s brochure 
•Prepare presentations of clinical study updates to internal staff and scientific communications 
to external groups, including professional societies and patient advocacy groups 
•Working under the Senior Director’s direction, conduct literature searches, safety and efficacy 
data reconciliation, checking, analysis, interpretation, and reporting 
•Provide medical direction and strategic clinical trial input to the clinical operations team 
 
EXPERIENCE AND QUALIFICATIONS: 
 
•Thorough knowledge and understanding of the pulmonary medicine therapeutic area 
•Knowledge of clinical trial design, data interpretation and analysis 
•Ability to analyze, interpret, and report clinical trial findings 
•Effective oral and written communication skills 
•Advanced skills in Word, Excel, and PowerPoint 
•Strong statistical analysis background is desirable 
•Strong interpersonal skills and ability to work effectively with senior level as well as MDS, 
project teams, Quality Control, Data Management, Safety, Biometrics, and Clinical Operations 
staff 
•Medical Doctor Degree, or equivalent, with at least two years’ industry experience performing 
Clinical Scientist type activities described above 
•A PhD or RN with at least 8 years’ equivalent experience may also be considered 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
************************************************************************** 
http://www.linkedin.com/jobs2/view/6903146?trk=rj_em 
Director of Commercial Marketing 
Auxogyn, Inc. - San Francisco Bay Area 
Posted 13 days ago 
 

 Experience 
Director 

 Job function 
Marketing, Advertising, Science 

 Employment type 
Full-time 

 Industry 
Medical Devices 

 Job ID 
6903146 

Job description 
PURPOSE OF THE JOB:  
This important marketing management role is responsible for providing ongoing leadership, 
vision and support to the commercial marketing organization to assure attainment of business 
objectives including timely product launches, sales support and direct marketing to consumers 
and clinicians. Under guidance of the VP Marketing/CEO, you will lead the development of 
brand messaging to drive our product innovation around the globe through mixed media 
marketing: tactical sales materials, medical meetings, tradeshows/symposiums and direct to 
consumer marketing. You will develop, implement and evaluate communications strategies and 
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plans to our constituents worldwide. Since IVF decisions are highly dependent on Digital/Social 
media, you will have the unique opportunity to immediately engage and lead the impactful 
utility of this powerful communication platform.  
MAJOR DUTIES AND RESPONSIBILITIES  

 Lead product launches to ensure successful achievement of revenue objectives.  
 Develop commercial marketing strategy and execution plan, including budget and 

resources.  
 Work closely with the upstream product marketing team to ensure a smooth transition 

from product development to robust commercialization. Provide input and support for 
customer needs assessments to be used as inputs to product marketing  

 Develop plans and take a leadership role for Public Relations, Commercial Marketing 
(including Digital/Social Media) for organization. Work with senior leadership to 
develop and manage the marketing communication plan (internal and external). 
Create and execute successful media campaigns.  

 Create and deliver high impact promotional marketing material that drives to company 
objectives.  

 Develop updated positioning strategies and messaging. Ensure all external 
communication is on point with messaging and brand. Drive and ensure consistent 
brand messaging throughout all communications.  

 Provide leadership and plan for social marketing within Auxogyn communities. Be an 
expert in social and define governance for Auxogyn.  

 Develop and maintain strong working relationships with external creative/PR /agency 
teams, clinical/regulatory/R&D and sales to ensure successful product launches and 
programs.  

 Lead tradeshows, medical meetings and events. Responsible for all aspects from 
creative, brand, messaging to logistics and onsite management.  

 Work closely with the upstream product marketing in development of materials and 
provide ongoing leadership and support of sales training programs.  

 Work closely with Sales leadership to develop and implement sales tools that will 
support the business goals. Develop and manage global forecasts with sales 
leadership.  

 Develop, implement and measure marketing campaigns to include, online and print 
advertising, media planning, CRM initiatives, and patient awareness and education 
materials, website/microsite development.  

 Analyze trends from sales and marketing campaigns including examination of 
leading/lagging indications and ROI of marketing campaigns). Provide regular reports 
to senior leadership on trends and plans to address.  

 Work closely with field sales to identify opportunities and ensure effective execution of 
marketing plans and tools.  

 Consistently interface with key clinicians and influencers to identify needs and 
opportunities for new products and programs.  

 Ensure that regulatory and legal guidelines are followed for all marketing including 
social/digital marketing  

 Recruit, hire, train and motivate best in class marketing team. 
Desired Skills and Experience 
PREFERRED QUALIFICATIONS  
Education and/or Job Experience:  

 Minimum BA/BS degree required. MBA strongly preferred.  
 Minimum of 7+ year’s commercial experience with at least 2 years leading a 

product/brand team.  
 Experience in medical device/ diagnostics or biotech mandatory. Experience in the 

Assisted Reproduction Field or Maternal Fetal Medicine is preferred.  
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 Multiple examples of experience leading successful product launches and media 
campaigns necessary.  

 Demonstrated experience using digital/social media with success. Must be able to 
provide examples of campaigns/programs and ROI.  

 Previous experience driving a new category/disruptive technology given preference.  
 Must have experience developing strategies and in business planning.  
 Strong analytical skills including user needs analysis, financial business modeling, 

budgeting and forecasting required.  
 Proven ability to translate voice of customer into programs that deliver on customer and 

business needs.  
 Ability to work closely with sales and sales leadership to understand market needs and 

deliver product launches and sales tools that exceed expectations.  
 High level of initiative required with a track record of being highly successful.  
 Previous talent identification, hiring, management and development required.  
 Excellent interpersonal and presentation skills required as well as a strong executive 

presence  
Special Skills, Abilities, and Requirements:  

 Travel required up to 30% domestically including weekends. International travel 2-3 
times per year.  

 Strong skills in Excel, PowerPoint required.  
Personal Characteristics:  
Candidate must be driven to deliver results with the ability to establish rapport, earn trust, and 
effectively collaborate with others. Essential attributes of the successful candidate is one who:  

 Is Action Oriented:  
 Motivated by results  
 Full of energy when faced with challenges  
 Able to make and implement tough decisions  

 Deals with Ambiguity:  
 Can be flexible and adaptable in a complex, changing environment  
 Can comfortably handle risk and uncertainty  

 Works Collaboratively:  
 Practices attentive and active listening  
 Has the patience to hear people out and to search for constructive input  

 Exemplifies Interpersonal Savvy and Integrity:  
 Relates well to all kinds of people—both inside and outside the company  
 Builds constructive and effective relationships  
 Uses diplomacy and tact  
 Adheres to an appropriate set of core values and beliefs  
 Always acts with uncompromising integrity  

 Makes Quality Decisions:  
 Makes good decisions based on a mixture of analysis, wisdom, experience, and 

judgment  
 Seeks and encourages diverse input  
 Can challenge the status quo and think outside the box  
 Is sought out by others for advice and solutions  

 Is Respected as a Leader:  
 Leads and influences constituents with possible divergent interests to complete a 

common goal  
 Attracts and retains top talent  
 Is recognized within the research community or related industry peers About this 

company 
Auxogyn, Inc. 
Following companyUnfollow companyFollow company 
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Auxogyn, Inc. is a privately held company that is revolutionizing the field of reproductive 
medicine by translating scientific discoveries in early embryo development into effective clinical 
tools. The Company's flagship product, the Eeva™Test, is designed to improve embryo 
selection by providing clinicians with objective information to more confidently select 
embryo(s) for transfer to help achieve better IVF outcomes. Eeva’s proprietary software 
automatically analyses embryo development against scientifically and clinically validated cell-
division parameters discovered by researchers at Stanford University, shown to be predictive 
of the embryo’s developmental potential.  
Eeva received CE mark in July 2012 and is currently available for use in the European Union. 
The Eeva Test is pending FDA clearance and is limited to investigational use only in the United 
States.  
Auxogyn is privately held and funded by Kleiner Perkins Caufield & Byers, Merck Serono 
Ventures, SR One and TPG Biotech.  
 
********************************************************************* 
http://www.biophaseinc.com/viewjob.php?jc=j_sci&rec=3111&goback=%2Egde_48201_memb
er_274089930#%21 
Posted by Meredith McClanahanRecruitment Services Specialist at BioPhase Solutions 
 
Product Development Scientist-Pleasanton 
BioPhase Solutions specializes in recruiting top talented professionals for California's Scientific 
community. We are currently looking for a Product Development Scientist to work for a leading 
Bay Area biotechnology company. 
Product Development Scientist 
 
We are recruiting for a Product Development Scientist to work with our client in Pleasanton, 
CA. This is a temporary position for six months. In this role, you will be responsible for product 
and process development of chemistries used in digital droplet PCR. 

 Develop new reagent products from concept to manufacturing and QC processes, 
including reaction mixes, novel detection chemistries, reaction additives, control assays, oligos, 
emulsion oils and surfactants.  

 Identify and screen reaction components and conditions to establish concept feasibility. 
 Optimize and deliver the product specifications. 
 Develop and optimize workflow protocols. 
 Develop the manufacturing and QC processes from formulation through to finish 

packaged product. Transfer these processes to in-house manufacturing or outside 
manufacturing partners. 

 Develop orthogonal analytical assays for product and component characterization. 
 Productive execution of well thought out experiments, accurate recording of experiment 

and results, in depth analysis and reporting of results. 
 Conduct stability, guard band, workflow variability and system verification testing to 

measure robustness of the product specified. 
 Use of Design of Experiment tools for product and process optimization 
 The successful candidate will be highly productive in experimentation, results analysis 

and reporting. 
Requirements 

 Masters or PhD degree, or equivalent capability in Molecular Biology, Biochemistry, 
Enzymology, Analytical Chemistry, or related discipline 

 2 + years of relevant industry experience developing and commercializing a successful 
product 

 Demonstrated ability to deliver novel products 
 Hands on knowledge of the biochemistry of nucleic acid analysis methods (e.g. PCR, 

real-time PCR, ligation, restriction) 
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 Process development experience in the fields of PCR, Real time PCR or DNA Sequencing 
 Knowledge of the state of the art with regards to amplification and detection 

technologies and capability 
 Methods development capability for a broad range of standard techniques as well as 

ability to develop novel methods based on the requirements of the product. 
 Working knowledge of manufacturing infrastructure and process requirements 
 Excellent written and oral communication skills 
 Quantitative skills and familiarity with statistical methods 
 Highly productive and reliable laboratory experimentation skills 
 Ability to deliver projects with aggressive schedules 

 
*********************************************************************** 
http://www.linkedin.com/groupAnswers?viewQuestionAndAnswers=&discussionID=274209552
&gid=48201&trk=eml-anet_dig-b_jb-ttl-cn&fromEmail=&ut=0hVS-nXKAPXlU1 
Lead Medical Writer needed for contract to hire opportunity with Ophthalmology centered 
Pharmaceutical company.  
Molly MarshallBiotechnology Staffing Assistant at Clinovo 
Experience in developing and supporting ND 
A Summary Documents in Ophthalmology preferred. One day a week required on-site at client 
site in East Bay, CA. Please email molly.marshall@clinovo.com for more details. We welcome 
referrals and will give you an iPad 2 if they are successfully placed! 
 
************************************************************************ 
Quality Control / Research Associate  
JORGE BARBA 858-683-8070, Staffing Specialist at The Search Group: Simply Biotech, 
Defense Search, Search Group Staffing 
Immediate Opening! Do you or someone you know possess the required skills? Please contact 
me ASAP! The job description is below: 
 
QUALITY CONTROL / RESEARCH ASSOCIATE 
Simply Biotech specializes in recruiting exclusively for the biotech community. We are currently 
seeking a Quality Control / Research Associate for a leading and growing Bay Area firm. 
 
The Quality Control / Research Associate is responsible for creating and maintaining the 
standard operating procedures used by the QC Laboratory and its training programs. The 
selected candidate will help develop, qualify and possibly validate th 
http://goo.gl/79RM14 
 
*************************************************************** 
http://www.linkedin.com/jobs2/view/7341098?trk=eml-anet_dig-b_premjb-ttl-cn 
Sr. Project Biostatistician 
Theorem Clinical Research - Remote in California 
Posted 4 days ago 

 Experience 
Mid-Senior level 

 Job function 
Research 

 Employment type 
Full-time 

 Industry 
Pharmaceuticals 

 Job ID 
7341098 
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About this job 
Job description 
Sr. Project Statistician  
Status: Permanent, Salaried  
Location: Remote in California  
SUMMARY  
Statistician who should be able to analyze all parts of any clinical study, and provide planning 
on multiple clinical studies from multiple clients.  
RESPONSIBILITES  
•Manage Biometrics project teams and track department project activities (including project 
revenue) and provide status updates.  
•Represent department on interdepartmental project teams.  
•Serve as contact with clients for statistical aspects of clinical studies.  
•May serve as project leader for “back-end” projects involving multiple studies.  
•Assist in establishing departmental processes, interaction with other departments, training of 
staff and other departmental  
administrative duties.  
•Prepare statistical sections of protocols, including sample size calculations; develop 
randomization specifications and verify  
randomization codes for basic and complex clinical trials; prepare and annotate safety and 
basic and complex efficacy shell data displays  
•Conduct all statistical analyses in support of clinical research studies.  
•Provide specifications for structure, content and algorithms for safety and efficacy analysis 
datasets.  
•Perform quality control of complex efficacy analysis datasets and supervise quality control of 
safety and all efficacy analysis datasets.  
•Perform validation and quality control of complex efficacy data displays and supervise 
validation and quality control of safety and all  
efficacy data displays that show inferential statistics.  
•Write statistical reports and statistical section of the clinical study report (CSR).  
•Write a charter for independent data monitoring committee (IDMC).  
•Prepare detailed statistical analysis plans for a single project and for an integrated summary 
of safety (ISS) and an integrated  
summary of efficacy.  
•Review and approve case report form (CRF) design, data management plan, and edit 
specifications for a clinical trial.  
•Able to present at bid defenses for Biometrics.  
•Able to properly review CSRs to ensure appropriate representation of statistical methodology 
and inference.  
•Respond to sponsor audit and ability to write standard operating procedures (SOPs).  
•Able to mentor new hire statisticians.  
•Resolve problems that arise while performing tasks.  
•Perform quality control of datasets and data displays for integrated summary of efficacy 
(ISE); supervise quality control of datasets and  
data displays for ISS and ISE.  
•Produce quality deliverable within timelines and with customer satisfaction.  
•Attain effective time management skills.  
•Attain effective understanding and use of the ICH Guidelines E3, E9, and E10.  
•Maintain project administration file, including protocol, annotated CRF, statistical analysis 
plan, annotated shells for data displays,  
programming and quality control rules, tracking of generation and quality control of data 
displays, and project communication (internal and  
client).  
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•Maintain project directories on computer systems, including ensuring that final SAS output is 
in the correct directory, and that all interim programs and output are deleted at the completion 
of the project.  
•Handle miscellaneous tasks as assigned by management. 
Desired Skills and Experience 
TRAINING & EXPERIENCE  
•Masters degree/Ph.D. in Statistics/Biostatistics or equivalent.  
•4-6 years for M.S. and 3-5 years for Ph.D. in clinical data experience.  
•No special physical demands.  
•Major part of work done in office environment.  
•Some travel required for project team meetings.  
•High degree of accuracy and attention to detail.  
•Proficient in SAS and ability to program using SAS macro language.  
•Proficient in statistical procedures including non-parametric analysis, linear and non-linear 
models, categorical data and survival  
analysis techniques.  
•Excellent project management and organizational skills.  
KEY SKILLS & BEHAVIORS  
•Work extensively with Biometrics project team members  
•Interact with other members of Company and client project teams.  
•Respond to questions from clients  
•Effectively communicate data findings to the data manager.  
•Effectively communicate results to Company and client clinicians and project managers, and 
client statistician.  
•Ability to present statistical methodology and trial results to various audiences. 
About this company 
Theorem Clinical Research 
Following companyUnfollow companyFollow company 
Theorem Clinical Research Inc. is a leading midsized provider of comprehensive clinical 
research and development services with offices in more than 30 countries and a customer base 
comprised of some of the world's top pharmaceutical, biotech and medical device companies. 
As a forerunner in medical device and drug-device combination trials with notable capabilities 
in pharmaceuticals and biologics, Theorem offers deep expertise in a broad range of 
therapeutic areas and in all phases of development. With some of the industry's top scientists 
and most advanced clinical analytics capabilities, Theorem ensures smooth-running, successful 
trials. For the full-service, right-size global research partner, don't think twice. THINK 
THEOREM. 
____________________________________________________________________ 
http://www.linkedin.com/jobs2/view/7341098?trk=job_view_company_other_jobs 
Sr. Project Biostatistician 
Theorem Clinical Research - Remote in California 
Posted 4 days ago 

 Experience 
Mid-Senior level 

 Job function 
Research 

 Employment type 
Full-time 

 Industry 
Pharmaceuticals 

 Job ID 
7341098 

this job 
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Job description 
Sr. Project Statistician  
Status: Permanent, Salaried  
Location: Remote in California  
SUMMARY  
Statistician who should be able to analyze all parts of any clinical study, and provide planning 
on multiple clinical studies from multiple clients.  
RESPONSIBILITES  
•Manage Biometrics project teams and track department project activities (including project 
revenue) and provide status updates.  
•Represent department on interdepartmental project teams.  
•Serve as contact with clients for statistical aspects of clinical studies.  
•May serve as project leader for “back-end” projects involving multiple studies.  
•Assist in establishing departmental processes, interaction with other departments, training of 
staff and other departmental  
administrative duties.  
•Prepare statistical sections of protocols, including sample size calculations; develop 
randomization specifications and verify  
randomization codes for basic and complex clinical trials; prepare and annotate safety and 
basic and complex efficacy shell data displays  
•Conduct all statistical analyses in support of clinical research studies.  
•Provide specifications for structure, content and algorithms for safety and efficacy analysis 
datasets.  
•Perform quality control of complex efficacy analysis datasets and supervise quality control of 
safety and all efficacy analysis datasets.  
•Perform validation and quality control of complex efficacy data displays and supervise 
validation and quality control of safety and all  
efficacy data displays that show inferential statistics.  
•Write statistical reports and statistical section of the clinical study report (CSR).  
•Write a charter for independent data monitoring committee (IDMC).  
•Prepare detailed statistical analysis plans for a single project and for an integrated summary 
of safety (ISS) and an integrated  
summary of efficacy.  
•Review and approve case report form (CRF) design, data management plan, and edit 
specifications for a clinical trial.  
•Able to present at bid defenses for Biometrics.  
•Able to properly review CSRs to ensure appropriate representation of statistical methodology 
and inference.  
•Respond to sponsor audit and ability to write standard operating procedures (SOPs).  
•Able to mentor new hire statisticians.  
•Resolve problems that arise while performing tasks.  
•Perform quality control of datasets and data displays for integrated summary of efficacy 
(ISE); supervise quality control of datasets and  
data displays for ISS and ISE.  
•Produce quality deliverable within timelines and with customer satisfaction.  
•Attain effective time management skills.  
•Attain effective understanding and use of the ICH Guidelines E3, E9, and E10.  
•Maintain project administration file, including protocol, annotated CRF, statistical analysis 
plan, annotated shells for data displays,  
programming and quality control rules, tracking of generation and quality control of data 
displays, and project communication (internal and  
client).  
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•Maintain project directories on computer systems, including ensuring that final SAS output is 
in the correct directory, and that all interim programs and output are deleted at the completion 
of the project.  
•Handle miscellaneous tasks as assigned by management. 
Desired Skills and Experience 
TRAINING & EXPERIENCE  
•Masters degree/Ph.D. in Statistics/Biostatistics or equivalent.  
•4-6 years for M.S. and 3-5 years for Ph.D. in clinical data experience.  
•No special physical demands.  
•Major part of work done in office environment.  
•Some travel required for project team meetings.  
•High degree of accuracy and attention to detail.  
•Proficient in SAS and ability to program using SAS macro language.  
•Proficient in statistical procedures including non-parametric analysis, linear and non-linear 
models, categorical data and survival  
analysis techniques.  
•Excellent project management and organizational skills.  
KEY SKILLS & BEHAVIORS  
•Work extensively with Biometrics project team members  
•Interact with other members of Company and client project teams.  
•Respond to questions from clients  
•Effectively communicate data findings to the data manager.  
•Effectively communicate results to Company and client clinicians and project managers, and 
client statistician.  
•Ability to present statistical methodology and trial results to various audiences. 
***************************************************************** 
Sr. Project Biostatistician 
Theorem Clinical Research - Remote in California 
Posted 4 days ago 
Apply nowSavedUnsaveSave 

 Experience 
Mid-Senior level 

 Job function 
Research 

 Employment type 
Full-time 

 Industry 
Pharmaceuticals 

 Job ID 
7349967 

Other Details 
About this job 

Job description 
Sr. Project Statistician  
Status: Permanent, Salaried  
Location: Remote in California  
SUMMARY  
Statistician who should be able to analyze all parts of any clinical study, and provide planning 
on multiple clinical studies from multiple clients.  
RESPONSIBILITES  
•Manage Biometrics project teams and track department project activities (including project 
revenue) and provide status updates.  
•Represent department on interdepartmental project teams.  
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•Serve as contact with clients for statistical aspects of clinical studies.  
•May serve as project leader for “back-end” projects involving multiple studies.  
•Assist in establishing departmental processes, interaction with other departments, training of 
staff and other departmental  
administrative duties.  
•Prepare statistical sections of protocols, including sample size calculations; develop 
randomization specifications and verify  
randomization codes for basic and complex clinical trials; prepare and annotate safety and 
basic and complex efficacy shell data displays  
•Conduct all statistical analyses in support of clinical research studies.  
•Provide specifications for structure, content and algorithms for safety and efficacy analysis 
datasets.  
•Perform quality control of complex efficacy analysis datasets and supervise quality control of 
safety and all efficacy analysis datasets.  
•Perform validation and quality control of complex efficacy data displays and supervise 
validation and quality control of safety and all  
efficacy data displays that show inferential statistics.  
•Write statistical reports and statistical section of the clinical study report (CSR).  
•Write a charter for independent data monitoring committee (IDMC).  
•Prepare detailed statistical analysis plans for a single project and for an integrated summary 
of safety (ISS) and an integrated  
summary of efficacy.  
•Review and approve case report form (CRF) design, data management plan, and edit 
specifications for a clinical trial.  
•Able to present at bid defenses for Biometrics.  
•Able to properly review CSRs to ensure appropriate representation of statistical methodology 
and inference.  
•Respond to sponsor audit and ability to write standard operating procedures (SOPs).  
•Able to mentor new hire statisticians.  
•Resolve problems that arise while performing tasks.  
•Perform quality control of datasets and data displays for integrated summary of efficacy 
(ISE); supervise quality control of datasets and  
data displays for ISS and ISE.  
•Produce quality deliverable within timelines and with customer satisfaction.  
•Attain effective time management skills.  
•Attain effective understanding and use of the ICH Guidelines E3, E9, and E10.  
•Maintain project administration file, including protocol, annotated CRF, statistical analysis 
plan, annotated shells for data displays,  
programming and quality control rules, tracking of generation and quality control of data 
displays, and project communication (internal and  
client).  
•Maintain project directories on computer systems, including ensuring that final SAS output is 
in the correct directory, and that all interim programs and output are deleted at the completion 
of the project.  
•Handle miscellaneous tasks as assigned by management. 
Desired Skills and Experience 
TRAINING & EXPERIENCE  
•Masters degree/Ph.D. in Statistics/Biostatistics or equivalent.  
•4-6 years for M.S. and 3-5 years for Ph.D. in clinical data experience.  
•No special physical demands.  
•Major part of work done in office environment.  
•Some travel required for project team meetings.  
•High degree of accuracy and attention to detail.  
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•Proficient in SAS and ability to program using SAS macro language.  
•Proficient in statistical procedures including non-parametric analysis, linear and non-linear 
models, categorical data and survival  
analysis techniques.  
•Excellent project management and organizational skills.  
KEY SKILLS & BEHAVIORS  
•Work extensively with Biometrics project team members  
•Interact with other members of Company and client project teams.  
•Respond to questions from clients  
•Effectively communicate data findings to the data manager.  
•Effectively communicate results to Company and client clinicians and project managers, and 
client statistician.  
•Ability to present statistical methodology and trial results to various audiences. 
  
this company 
 
********************************************************************* 
 
http://jgbbiopharma.com/jobs-category/laboratory-jobs 
Scientist II (Purification) – Contract (Southern California)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Carry out standard operating procedures involving basic laboratory techniques, calculations, 
materials measurement, operation of laboratory equipment and record keeping necessary to 
manufacture products.  
•Responsible for Batch Data Records, notebooks, customer reports and work order documents.  
•Utilize specialized technical knowledge and skills to make detailed observations and analyze 
data to ensure processes and products are within operating parameters.  
•Advise manager of factors that may affect quality of product.  
•Suggest options / ideas for corrective and preventative actions.  
•Complete quality analysis of reagents, components and finished products in accordance with 
the Manufacturing Schedule.  
•Maintain equipment, product inventories and related records as assigned.  
•Note variances on manufacturing documents; audit and evaluate process documents and 
propose revisions.  
•Complete, distribute and file records as required in accordance with Document Control 
Practices. Actively participate in the identification and implementation of manufacturing 
procedures intended to optimize existing processes and ensure achievement of regulatory 
requirements.  
•Procedures will typically target improvements in assay variability, reduced cycle time, reduced 
manufacturing time and cost.  
•Actively participate in troubleshooting and variable identification for specific processes or 
activities as assigned.  
•Report findings to team management and members with recommendations for improvement.  
•May research new methods or steps in a process and present findings and recommendations 
to the team, including developing new and revised Standard Operating Procedures.  
•Complete, distribute and file records; prepare ad hoc reports as requested.  
•May perform other related duties as required and/or assigned.  
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EXPERIENCE AND QUALIFICATIONS: 
•Requires at least two (2) years experience in the application of Molecular Biology laboratory 
techniques in a manufacturing environment or research laboratory.  
•Demonstrated proficiency in the use of scientific laboratory techniques, equipment and 
materials required.  
•Experience in the use of basic laboratory techniques, including buffer preparation, Protein 
Purification using column chromatography (AKTA system experience preferred,) TFF, gel 
electrophoresis and various cell lysis methods.  
•Experience assessing current processes and techniques and implementing procedural 
improvements preferred.  
•Good problem solving skills necessary.  
•Working knowledge of manufacturing related computer software preferred.  
•Advanced math skills required. 
•Bachelor's Degree in Molecular biology, biochemistry or related life science with at least 5 
years of lab experience. 
•Masters's Degree in Molecular biology, biochemistry or related life science with at least 2 
years of lab experience. 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/laboratory-jobs 
_______________________________________________________________________ 
Scientist (QC) – Contract (Southern California)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Carry out standard operating procedures involving basic laboratory techniques, calculations, 
materials measurement, operation of laboratory equipment and record keeping necessary to 
manufacture products.  
•Responsible for Batch Data Records, notebooks, customer reports and work order documents.  
•Utilize specialized technical knowledge and skills to make detailed observations and analyze 
data to ensure processes and products are within operating parameters.  
•Advise manager of factors that may affect quality of product.  
•Suggest options / ideas for corrective and preventative actions.  
•Complete quality analysis of reagents, components and finished products in accordance with 
the Manufacturing Schedule.  
•Maintain equipment, product inventories and related records as assigned.  
•Note variances on manufacturing documents; audit and evaluate process documents and 
propose revisions.  
•Complete, distribute and file records as required in accordance with Document Control 
Practices.  
•Actively participate in the identification and implementation of manufacturing procedures 
intended to optimize existing processes and ensure achievement of regulatory requirements.  
•Procedures will typically target improvements in assay variability, reduced cycle time, reduced 
manufacturing time and cost.  
•Actively participate in troubleshooting and variable identification for specific processes or 
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activities as assigned.  
•Report findings to team management and members with recommendations for improvement.  
•May research new methods or steps in a process and present findings and recommendations 
to the team, including developing new and revised Standard Operating Procedures.  
•Complete, distribute and file records; prepare ad hoc reports as requested.  
•May perform other related duties as required and/or assigned.  
 
EXPERIENCE AND QUALIFICATIONS: 
•Demonstrated proficiency in the use of scientific laboratory techniques, equipment and 
materials required.  
•Experience in the use of basic laboratory techniques, including buffer preparation, PCR, RT-
PCR, quantitative PCR, protein and nucleic acid gel electrophoresis, cloning, nucleic acid 
isolation/purification, restriction enzyme digests, transformations, flourometry, UV Spec. and 
Western, Northern and Southern blotting is beneficial.  
•Experience with analytical methods also a plus: MALDI, CE, HPLC etc.  
•Experience with radioactive isotopes handling is also desired.  
•Demonstrated ability to carry out scientific procedures and make recommendations for 
improvement required.  
•Experience assessing current processes and techniques and implementing procedural 
improvements preferred.  
•Good problem solving skills necessary.  
•Working knowledge of manufacturing related computer software preferred. Intermediate math 
skills required. 
•Requires at least two (2) years experience in the application of Molecular Biology laboratory 
techniques in a manufacturing environment or research laboratory.  
•Bachelor's Degree in Molecular biology, biochemistry or related life science with at least 5 
years of lab experience. 
•Master's Degree in Molecular biology, biochemistry or related life science with at least 2 years 
of lab experience. 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
_______________________________________________________________________ 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
Scientist (QC) – Contract (Southern California)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Carry out standard operating procedures involving basic laboratory techniques, calculations, 
materials measurement, operation of laboratory equipment and record keeping necessary to 
manufacture products.  
•Responsible for Batch Data Records, notebooks, customer reports and work order documents.  
•Utilize specialized technical knowledge and skills to make detailed observations and analyze 
data to ensure processes and products are within operating parameters.  
•Advise manager of factors that may affect quality of product.  
•Suggest options / ideas for corrective and preventative actions.  
•Complete quality analysis of reagents, components and finished products in accordance with 
the Manufacturing Schedule.  
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•Maintain equipment, product inventories and related records as assigned.  
•Note variances on manufacturing documents; audit and evaluate process documents and 
propose revisions.  
•Complete, distribute and file records as required in accordance with Document Control 
Practices.  
•Actively participate in the identification and implementation of manufacturing procedures 
intended to optimize existing processes and ensure achievement of regulatory requirements.  
•Procedures will typically target improvements in assay variability, reduced cycle time, reduced 
manufacturing time and cost.  
•Actively participate in troubleshooting and variable identification for specific processes or 
activities as assigned.  
•Report findings to team management and members with recommendations for improvement.  
•May research new methods or steps in a process and present findings and recommendations 
to the team, including developing new and revised Standard Operating Procedures.  
•Complete, distribute and file records; prepare ad hoc reports as requested.  
•May perform other related duties as required and/or assigned.  
 
EXPERIENCE AND QUALIFICATIONS: 
•Demonstrated proficiency in the use of scientific laboratory techniques, equipment and 
materials required.  
•Experience in the use of basic laboratory techniques, including buffer preparation, PCR, RT-
PCR, quantitative PCR, protein and nucleic acid gel electrophoresis, cloning, nucleic acid 
isolation/purification, restriction enzyme digests, transformations, flourometry, UV Spec. and 
Western, Northern and Southern blotting is beneficial.  
•Experience with analytical methods also a plus: MALDI, CE, HPLC etc.  
•Experience with radioactive isotopes handling is also desired.  
•Demonstrated ability to carry out scientific procedures and make recommendations for 
improvement required.  
•Experience assessing current processes and techniques and implementing procedural 
improvements preferred.  
•Good problem solving skills necessary.  
•Working knowledge of manufacturing related computer software preferred. Intermediate math 
skills required. 
•Requires at least two (2) years experience in the application of Molecular Biology laboratory 
techniques in a manufacturing environment or research laboratory.  
•Bachelor's Degree in Molecular biology, biochemistry or related life science with at least 5 
years of lab experience. 
•Master's Degree in Molecular biology, biochemistry or related life science with at least 2 years 
of lab experience. 
___________________________________________________________________________
____ 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
Clinical Project Manager – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Prepares and revises clinical protocols and informed consent documents 
•Participates in development of case report forms 
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•Manages study supplies 
•Recruits and qualifies investigational sites for participation in clinical studies 
•Ensures studies are conducted in compliance with regulatory requirements 
•Oversees monitoring and close-out of study sites 
 
EXPERIENCE AND QUALIFICATIONS: 
•Must be able to work independently while contributing to a team; take initiative 
•Demonstrate excellent verbal and written communication skills 
•Familiarity with medical and pharmaceutical industry terminology and practices 
•Proven effectiveness as a team leader 
•Prior experience successfully managing multifaceted studies from inception through 
implementation and completion. 
•Computer proficiency in Microsoft Word, Excel, and PowerPoint are required.  
•Experience with MS Project a plus 
•Ophthalmology or Oncology experience required 
•4-year degree, preferably in a scientific or health care discipline 
•4-5 years of prior experience in the Clinical Research Associate role, plus at least two years of 
CPM experience. 
•25-40% travel 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/clinical-jobs 
____________________________________________________________ 
Financial Analyst – Contract (Southern California)  
Gennifer VegaHuman Resources Recruiting Associate 
To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Will report to the Senior Finance Manager and be the finance partner supporting the Sr. 
Financial Analyst and Global Operations.  
•Must be able to manage multiple initiatives and quickly gain an understanding of the complex 
components of global operations. 
•Will help develop and analyze the annual budget for both operating expenses and capital 
expenses; will develop and analyze financial models and partner on executive presentations. 
•Requires strong financial skills, time/project management skills, and ability to form solid 
business partnerships with Global Operations, Finance and other cross-functional teams. 
•Interface effectively in a fast paced, dynamic environment with all levels of the organization. 
•Demonstrate judgment, tact and diplomacy in dealing with internal customers 
•Efficiently provide accurate, relevant and timely, information and analysis. 
•Ad-hoc tasks & analysis will be a routine part of this position. 
 
EXPERIENCE AND QUALIFICATIONS: 
•Must possess excellent communication, interpersonal, strong analytical/problem-solving and 
financial modeling skills 
•Possess initiative, enthusiasm, intellectual curiosity, a positive attitude and ability to perform 
as a team player. 
•Possess problem-solving skills and be results oriented. 
•Must have the ability to work with minimal supervision while performing a variety of complex 
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and non-routine tasks.  
•Strong Excel skills and ability to pull and analyze data is a must. 
•Experience with Hyperion Planning is a must.  
•Working knowledge of SAP, E1, and EDW is a plus. 
•Undergraduate degree in Finance, Accounting or related field 
•2-3 years of finance experience 
 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/finance-jobs 
***************************************************************** 
http://www.linkedin.com/jobs2/view/6988070?trk=eml-anet_dig-b_premjb-ttl-cn 
Senior Biosystems Modeling Engineer 
Entelos - San Francisco Bay Area 
Posted 29 days ago 

 Experience 
Director 

 Job function 
Engineering 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
6988070 

About this job 
Job description 
We are currently seeking a talented and experienced Senior Biosystems Modeling Engineer 
with substantial computer modeling experience to join our In Silico Research and Development 
team.  
Essential Duties:  

 Develop and apply ODE-based models to solve challenges encountered by the 
pharmaceutical industry.  

 Contribute significant engineering and mathematical expertise, mentoring and technical 
leadership to one or more project teams.  

 Propose novel solutions and create innovative methodologies to address highly complex 
R&D problems.  

 Provide technical and/or project leadership on one or more projects to meet all 
negotiated timelines, milestones, and quality measures.  

 Assess client needs and translate problems/questions into executable solutions that 
leverage Entelos capabilities and expertise.  

 Engage customers by clearly communicating results, capabilities, and value of Entelos 
technology.  

 Represent the company at scientific meetings/symposia, interact with scientific advisors 
and thought leaders.  

 Support marketing efforts and business development and take an active role in 
identifying growth opportunities and determining directions for future R&D projects.  

Required Skills and Experience:  
 A Ph.D. with at least 5 years industry/postdoctoral experience in computer modeling in 

the areas of Pharmacometrics, Biomedical/Biochemical Engineering, Applied 
Mathematics, Physics, or closely related field with a strong background in nonlinear 
dynamics and control theory.  



10/6/2013  58 

 Proven track record of developing and applying mathematical models to solve complex, 
real world problems.  

 Experience leading industrial collaborative, multidisciplinary research projects and 
teams.  

 Excellent verbal and written communication skills, including technical writing.  
 Ability to present to diverse audience and promote Entelos technology.  

Highly Desirable:  
 Expertise in statistics, software tools and languages (i.e.MATLAB, R, SciPy, NumPy and 

SimBiology).  
 Experience developing ODE-based (“in silico”) simulations of human biological organs 

and processes.  
We offer competitive compensation and benefits and a creative work environment.  
Entelos is an Equal Opportunity Employer. Proof of eligibility to work in the United States is 
required.  
To apply for this position, please send your resume and cover letter to: recruiting@entelos.com  
Principals only. Recruiters please don't contact this job poster.  
Please do not contact job poster about other services, products or commercial interests. 
_____________________________________________________________________ 
http://www.linkedin.com/jobs2/view/6988034?trk=eml-anet_dig-b_premjb-ttl-cn 
Biosystems Modeling Engineer 
Entelos - San Francisco Bay Area 
Posted 29 days ago 

 Experience 
Associate 

 Job function 
Engineering 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
6988034 

this job 
Job description 
We are currently seeking a talented and experienced Biosystems Modeling Engineer with 
substantial computer modeling experience to join our In Silico Research and Development 
team.  
Essential Duties:  

 Develop and apply ODE-based models to solve challenges encountered by the 
pharmaceutical industry.  

 Contribute significant engineering and mathematical expertise to one or more project 
teams.  

 Propose novel solutions and create innovative methodologies to address highly complex 
R&D problems.  

 Participate in one or more projects, meeting all negotiated timelines, milestones, and 
quality measures.  

 Engage customers by clearly communicating results, capabilities, and value of Entelos 
technology.  

 Support marketing efforts and business development.  
Required Skills and Experience:  

 A Master’s Degree or Ph.D. in the areas of Pharmacometrics, Biomedical/Biochemical 
Engineering, Applied Mathematics, Physics, or closely related filed.  
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 Proven track record of developing and applying mathematical models to solve complex, 
real world problems  

 Excellent verbal and written communication skills, including technical writing.  
 Ability to present to diverse audience and promote Entelos technology.  

Highly Desirable:  
 Expertise in statistics, software tools and languages (i.e. MATLAB, R, SciPy, NumPy and 

SimBiology)  
 Experience developing ODE-based (“in silico”) simulations of human biological organs 

and processes.  
We offer competitive compensation and benefits and a creative work environment.  
Entelos is an Equal Opportunity Employer. Proof of eligibility to work in the United States is 
required.  
To apply for this position, please send your resume and cover letter to: recruiting@entelos.com  
Principals only. Recruiters please don't contact this job poster.  
Please do not contact job poster about other services, products or commercial interests. About 
this company 
Entelos 
Following companyUnfollow companyFollow company 
Entelos is an in silico modeling and simulation software and services company delivering 
advanced predictive technologies that dramatically lower the risk, time, and cost of product 
development in the pharmaceutical, healthcare, nutrition and consumer markets. The 
Company's PhysioLab® platforms, in depth systems biology data and models, and virtual 
individual patient and population human technology provide highly predictive analyses to assist 
our customers develop safer and more effective drugs, foods and consumer products. Entelos’ 
understanding of the drivers of patient variability has significant application to the emerging 
field of precision medicine. 
 
Our Vision 
Enable scientific discovery and development organizations to transform decision support and 
risk assessment in target selection, species translation, biomarker identification and selection, 
trial design and patient stratification by providing unique qualitative and quantitative insights, 
understanding and prediction through strategic partnerships, in-depth systems biology 
mapping and biosimulation software. 
 
****************************************************************** 
http://www.linkedin.com/groupAnswers?viewQuestionAndAnswers=&discussionID=274710227
&gid=61852&trk=eml-anet_dig-b_jb-ttl-cn&fromEmail=&ut=0rFlL-2sMXW5U1 
Medical Director & Medical Monitor - Cardiovascular: (Western US): Top Pharma Co: Major 
Cardio Drug Development [RETAINED SEARCH]  
Steven RazCo-Founder & Managing Partner, Cornerstone Search Group 
 
This is a full-time position where you will be an employee of this Top 10 Global Pharmaceutical 
Company working on one of their largest Clinical Development Programs for a new 
cardiovascular drug to treat Heart Failure. This is a key position critical to the success of the 
overall Clinical Development Program for this CV/Heart Failure drug. Work closely in the field 
with PIs and KOLs regarding multiple medical, safety and patient matters.  
 
Company Description: 
One of the most successful Global Top 10 Pharmaceutical/Biotech Companies that also has the 
richest and most extensive development pipeline in multiple therapeutic areas in the entire 
Pharmaceutical Industry.. 
 
Location: Home-based position – must be located west of the Mississippi and will cover the 
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Western United States.  
 
Attractive Features about this Opportunity 
 
• Be part of a team working on a very large, high profile cardiovascular / critical care clinical 
trial (registration trial)  
• Work closely with key PIs and KOLs 
• Work from your home office and travel to sites and corporate headquarters as needed  
• Join one of the most successful Pharma Companies in the World with the richest drug 
development pipeline in the industry 
 
 
Responsibilities  
 
In a nutshell, for your assigned region, you will be the key contact for important PIs and KOLs 
involved with a very large, important and critical CV drug development program. This will 
include, but not be limited to: communicating/meeting with PIs and KOLs regarding clinical 
protocols, drug safety (AEs/SAEs), risk management, patient recruitment & inclusion/exclusion 
criteria, medical matters/issue. Also, you will work closely with Global Program Team Members 
based in the US and in international locations as well.  
 
 
Requirements/Qualifications: 
 
• MD degree  
• 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical Monitor 
capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
• Willingness and capability to travel as necessary to investigational sites to meet face-to-face 
with PIs and KOLs  
• Must have the flexibility to travel extensively 
 
Confidentiality/privacy 
All inquiries and submissions are held in strict confidence, i.e. no information provided to us by 
you will be shared with any parties outside of Cornerstone Search Group without your 
permission to do so.  
 
Keywords: 
 
Medical Director, Medical Monitor, Monitor, Cardio, CV, Cardiovascular, MD, M.D., Physician, 
Phase 3, Phase III, Mega, Novartis, Serelaxin 
 
Steven Raz | Co-Founder & Managing Partner 
U.S. Number: +1 973 656 0220 ext. 712 | sraz@cornerstonesg.com 
Basel, Switzerland Local Number: +41 61 508 7010 
www.linkedin.com/in/stevenraz 
 
 
Cornerstone Search Group, LLC 
Life Sciences Executive Search 
6 Campus Drive | Parsippany, NJ 07054 
 
 
Our Open Positions: http://cornerstonesg.com/Search_Jobs_Results.aspx 
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**************************************************************** 
Contact: 
Cliff Miras (initial contact via email works best) 
Co-founder & Managing Partner 
Cornerstone Search Group, LLC 
Specialized Pharmaceutical | Biotechnology Executive Search & Recruitment Firm 
6 Campus Drive | Parsippany, NJ 07054 
p 973.656.0220 x 711 | f 973.656.0228 
cmiras@cornerstonesg.com | www.cornerstonesg.com 
 
Medical Director: Hematology Phase 3/III Clinical Development: Top Large Pharma Company 
(can be based in NYC/NY, Boston/MA, Philadelphia/PA or San Diego/CA)  
Steven RazCo-Founder & Managing Partner, Cornerstone Search Group 
Summary: A Top 10 Large Pharma/Biotech Industry Leader has a very attractive position for a 
MD to join its team that will initially be very involved with the Phase 3/III Clinical Development 
of one of its Hematology Drugs. This is a very attractive opportunity to join a Large Pharma 
Company that is an industry leader with a strong Oncology pipeline of drugs and biologics in 
early-stages (Phase 1/I & Phase 2/II) and later-stage of development (Phase 3/III) to treat 
multiple forms of cancer (e.g. NSCLC, AML, RCC and others).  
 
Company Description: 
 
A Top Large Pharma Company with a strong Oncology pipeline of both drugs and biologics in 
early and later-stages of clinical development to treat multiple cancers (e.g. NSCLC, AML, RCC 
and others). This Large Pharma Company has a strong R& D commitment to the 
Hematology/Oncology therapeutic areas as evidenced by its deep Oncology pipeline by 
comparison to the others it is committed to also (e.g. Immunology, Rare Diseases, CV & 
Metabolism)  
 
Confidentiality: All inquiries and submissions will be held in the strictest confidence 
 
Location: This position can be based in of multiple locations throughout the USA including NYC, 
Boston/Cambridge, Philadelphia and San Diego areas.  
 
Attractive Features about this Opportunity 
 
• Attractive opportunity to join a Top Large Pharma Company  
• Join a Large Pharma Company with a strong Oncology R&D pipeline 
• Join a Large Pharma Company developing new drugs and biologics to treat cancers 
• Gain valuable Phase 3/III Clinical Development experience  
• Gain valuable regulatory submission experience  
• Interact with leading KOLs and PIs in the Oncology field 
 
Responsibilities  
 
In a nutshell, initially, you will be very actively involved with the Phase 3/III Clinical 
Development of a very important Hematology drug this Large Pharma Company is developing 
now. Your responsibilities/activities will be diverse and include Protocol design/amendment 
input, Clinical Development Plan review and execution, Medical Monitoring (e.g. interacting 
with PIs, responding to questions raised by PIs and others about the Protocol and 
subjects/patients (inclusion/exclusion criteria), reviewing and evaluating safety matters 
(AEs/SAEs), reviewing clinical data, working closely with team members (e.g. Translational 
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Medicine, Drug Safety/Risk Management, Regulatory, Clinical Operations, Biostatistics and 
others). 
 
Requirements/Qualifications: 
 
• MD degree 
• Board Certification (Hematology/Oncology) is a plus 
• 5 or more years of Clinical Development experience gained working in industry is preferred, 
however, PI or sub-PI experience Clinical Development experience gained working in an 
Academic/Hospital Clinical Research capacity will be considered too 
• Very good communications skills are required 
 
Confidentiality/privacy 
 
All inquiries and submissions are held in strict confidence, i.e. no information provided to us by 
you will be shared with any parties outside of Cornerstone Search Group without your 
permission to do so.  
***************************************************************** 
http://www.linkedin.com/groupAnswers?viewQuestionAndAnswers=&discussionID=274829277
&gid=61852&trk=eml-anet_dig-b_jb-ttl-cn&fromEmail=&ut=3FpBPMGdkTW5U1 
Clinical Data Manager in Irvine, CA  
Amber LauxRecruitment Specialist at inVentiv Health Clinical 
Now Hiring: Clinical Data Manager in Irvine, CAbullhornreach.com 
#:92029 Title of Position: Clinical Data Manager Location: Irvine, CA # of positions: 1 Contract 
Length: 6 months initially-may renew **Required: ... 
 
************************************************************************ 
 
Be sure to visit http://www.biophaseinc.com to view all our latest job opportunities. 
Reagent Manufacturing Associate (Hayward)  
Meredith McClanahanRecruitment Services Specialist at BioPhase Solutions 
BioPhase Solutions specializes in recruiting top talented professionals for California's Scientific 
community. We are currently looking for a Reagent Manufacturing Associate to work for a 
leading Bay Area biotechnology company. 
 
Reagent Manufacturing Associate 
 
Description: 
 
Implement manufacturing procedures to produce biochemical reagents for internal and 
external customers, responding promptly to avoid backorders. 
Quality Control of reagents and routine data analysis. 
Identify process discrepancies, resolve technical issues and improve procedures. 
Inventory Control of reagents, chemicals and supplies using proper labeling and computerized 
transactions. 
Labeling of tubes and bottles and aliquoting of reagents. 
Liquid Handling robot operation. 
Maintain general lab organization and availability of lab supplies. 
Routine testing and calibration of some lab equipment. 
Work with the Genotyping Services group to provide an adequate supply of reagents to 
complete scheduled projects. 
Perform other duties as assigned. 
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Education and Experience Level: BS in Molecular Biology, Biochemistry, Chemistry and 1-3 
years of experience in reagent production. 
 
Contact tamara@biophaseinc.com if interested.  
 
Local candidates only will be considered at this time. If you are not local but plan to relocate, 
please let us know. 
______________________________________________________________________ 
Be sure to visit http://www.biophaseinc.com to view all our latest job opportunities. 
Logistics Coordinator  
Meredith McClanahanRecruitment Services Specialist at BioPhase Solutions 
BioPhase Solutions specializes in recruiting top talented professionals for California's Scientific 
community. We are currently looking for a Logistics Coordinator to work for a leading Bay Area 
biotechnology company. 
 
Logistics Coordinator 
 
Coordinates and consolidates domestic and international systems to support shipments under 
moderate supervision. 
Ensures lowest cost transportation by the analysis of company and customer needs, 
researching transportation methods and auditing carrier costs and performances. 
Interprets laws, rules and regulations regarding shipping and prepares applications for 
import/export control certifications and licenses. 
Maintains logs and compiles information on routes, rates and services on various vendors. 
Helps plan, schedule, and coordinate the supply, material flow, and storage of inventory from 
the supplier to the customer throughout the manufacturing process. 
May work with field support and customer service to ensure that customer requirements are 
met. 
May work with outside vendors to negotiate and coordinate delivery of required inventory. 
 
Education/Experience: 
 
BS (or equivalent exp) and prior experience performing the above duties in a GMP 
environment. 
 
Contact tamara@biophaseinc.com if interested.  
 
Local candidates only will be considered at this time. If you are not local but plan to relocate, 
please let us know. 
************************************************************************ 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/regulatory-jobs 
Associate Director Regulatory CMC – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
DESCRIPTION: 
•Establishes and assures adherence to budgets, schedules, work plans and performance 
requirements. 
•Responsible for coordinating the preparation of drafts, edits, review and submission of 
regulatory dossiers in support of investigational and new device and/or drug applications, and 
post-approval submissions, IDE, IND, NDA, CTD, CTA, IMPD, MAA, Drug/ Device Master Files, 
Technical Files, Annual Reports, Amendments, Supplements, and etc.). 
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•Works with project teams and department management to develop regulatory strategies, 
identify regulatory risks, and enable earliest possible approval. 
•Ensures that submissions meet format and content requirements applicable to specific health 
authority regulatory requirements (i.e., US, ICH, and ROW, ISO, IEEE, ASTM). 
•Provides input on, and reviews specifications, methods, SOPs, protocols, reports, labeling, 
and etc. for regulatory compliance. 
•Supports design control for project teams in the regulatory role. 
•Provides direction and requirements to internal staff to ensure high quality output and timely 
project completion. 
•Manages timelines for regulatory submissions. 
•Responsible for driving consistent and creative regulatory strategies and for sharing with 
management and others within Reg CMC, within matrix responsibility (TA, or other topic of 
expertise) and beyond. 
•Facilitate consistency in regulatory strategies and documentation by critically reviewing CMC 
documentation, coaching, participating in Reg CMC challenge meetings and integrating 
regulatory trends and experiences.. 
•Represent Reg CMC in interdepartmental meetings, working groups and initiatives. 
•Represent Reg CMC in Due Diligence and Divestment Teams. 
•Lead preparation of CMC dossier risk analyses, contingency plans and Lessons Learned 
documentation on major submissions under own responsibility. 
•Ensures compliance with GMP/HSE regulations, procedures and standards as appropriate for 
the role.  
 
EXPERIENCE AND QUALIFICATIONS: 
•Strong verbal and written communication skills are required, as well as presentation skills; 
must be able to present departmental policies and practices. 
•Strong computer skills in Word, Excel, PowerPoint and Adobe Acrobat, and working knowledge 
of electronic publishing/file management systems are an asset; can use Internet for research 
applications. 
•Must possess an understanding of cGXP regulations and provide guidance to project teams on 
regulatory compliance issues. 
•Knowledge/experience of worldwide regulations, guidelines and regulatory processes for NCEs 
and product life cycle maintenance.  
•A good understanding of chemistry, analytics and pharmaceutical technology and in-depth 
understanding of the drug development process.  
•Proven track record of early recognition of potential Regulatory CMC issues, distilling complex 
situations, sound risk assessment and overcoming hurdles. 
•Ability to work in cross-functional and international environment. 
•Strong team player. 
•A minimum of a Bachelors degree in a scientific discipline is required. An advanced degree is 
preferred. Equivalent experience may be accepted. 
•A minimum of 10 years experience in the pharmaceutical or other related industry is required. 
•Minimum of 7 years hands-on Regulatory Affairs experience in the pharmaceutical industry 
dealing with combination products and/or medical devices.  
•Experience in the pulmonary therapeutic area a plus. 
___________________________________________________________________ 
Gennifer Vega, Human Resources Recruiting Associate 
www.JGBBioPharma.com 
 
http://jgbbiopharma.com/jobs-category/quality-jobs 
QA GMP Compliance Manager – Full Time Position (San Francisco Bay Area)  
Gennifer VegaHuman Resources Recruiting Associate 
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To view job description and other current positions please visit http://jgbbiopharma.com/jobs/. 
Interested parties should contact/send resume to gvega@jgbbiopharma.com. No Work Visa 
sponsorship is available for this position. 
 
 
DESCRIPTION: 
•Supports day to day site Quality and Compliance needs on the shop floor.  
•Identifies and resolves Quality and Compliance issues unilaterally and cross-functionally.  
•Works closely with the Process Units and Quality Organization to ensure compliance with 
current Health Authority regulations through operational oversight, internal audits, deviation 
management, and proactive process improvement initiatives.  
•Assists with Regulatory Agency inspections/ activities, as needed.  
•Responsible for ensuring compliance with Federal (FDA, EPA, OSHA), State and local 
regulations.  
•Ensure and monitor adherence to all company policies and procedures relating to current 
Good Manufacturing Practices, Standard Operating Procedures and Health, Safety and 
Environmental Protection.  
•Responsible for commercial product and raw material release.  
•Provides general quality oversight to operations on the shop floor, supporting operators and 
support staff as needed to identify and address product quality and compliance issues as they 
arise.  
•Perform random verifications of routine operational requirements, both on a product/batch 
level as well as on a process level. 
•Responsible for driving product quality improvements by coordinating investigations and 
corrective actions with all operating units, QA, Site Services, and suppliers to determine root 
causes and corrective actions to resolve complex, compliance related issues. (product failures, 
stability failures, and compliance issues, including supplier investigations).  
•Evaluation and decision of deviations reports in AQWA (TrackWise) compliant with cGMP 
guidelines and SOPs, while escalating the decision for critical /major deviations to QA 
management.  
•Drives timely resolution of deviations, disposition of batches and escalates in case of delays 
within the Process Unit. 
•Support Quality Assurance and GQO with internal audit coordination, response, and follow-up 
activities.  
•Evaluate current operational practices and recommend process improvements to ensure 
continued compliance to regulatory requirements and industry expectations.  
•Actively participates in process improvement teams/initiatives. Records, manages and 
analyzes performance metric values. 
•Participate in or lead internal/external audits, as needed.  
•Compilation of data and information for contribution to Risk Assessments and Reports (e.g. 
APR/PQRs). May actively author risk assessment and reports. Authoring and revision of SOPs 
where in the departments area of responsibility 
 
EXPERIENCE AND QUALIFICATIONS: 
•Expert knowledge and understanding of GMPs, keeping up to date with current industry issues 
and changing regulations.  
•Excellent oral and written communication skills required.  
•Very good user knowledge for Microsoft Word and Excel.  
•SAP and TrackWise knowledge a plus.  
•Demonstrated leadership ability, ability to manage through uncertainty and possess excellent 
interpersonal skills.  
•Ability to work under minimal direction, independently or as part of a team if necessary. 
•Minimum requirements Bachelor degree in a scientific discipline. Equivalent experience may 
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be accepted.  
•A minimum of 10 years of related pharmaceutical experience. 
•Experience in Deviation Management and batch disposition. 
•Auditing and technical report writing experience.  
 
************************************************************************** 
Apply on company website 
Medical Director & Medical Monitor - Cardiovascular: (Western US): Top Pharma Co: Major 
Cardio Drug Development [RETAINED SEARCH]  
Cornerstone Search Group - San Diego, CA (Covering west of Mississippi) work from home 
Posted 1 day ago 
 

 Experience 
Executive 

 Job function 
Research, Other, Science 

 Employment type 
Full-time 

 Industry 
Biotechnology, Pharmaceuticals 

 Employer job ID 
srBH2088li 

 Job ID 
6468161 

Other Details 
About this job 

Job description 
This is a full-time position where you will be an employee of this Top 10 Global Pharmaceutical 
Company working on one of their largest Clinical Development Programs for a new 
cardiovascular drug to treat Heart Failure. This is a key position critical to the success of the 
overall Clinical Development Program for this CV/Heart Failure drug. Work closely in the field 
with PIs and KOLs regarding multiple medical, safety and patient matters.  
Company Description:  
One of the most successful Global Top 10 Pharmaceutical/Biotech Companies that also has the 
richest and most extensive development pipeline in multiple therapeutic areas in the entire 
Pharmaceutical Industry..  
Location: Home-based position – must be located west of the Mississippi and will cover the 
Western United States.  
Attractive Features about this Opportunity  

 Be part of a team working on a very large, high profile cardiovascular / critical care 
clinical trial (registration trial)  

 Work closely with key PIs and KOLs  
 Work from your home office and travel to sites and corporate headquarters as needed  
 Join one of the most successful Pharma Companies in the World with the richest drug 

development pipeline in the industry  
Responsibilities  
In a nutshell, for your assigned region, you will be the key contact for important PIs and KOLs 
involved with a very large, important and critical CV drug development program. This will 
include, but not be limited to: communicating/meeting with PIs and KOLs regarding clinical 
protocols, drug safety (AEs/SAEs), risk management, patient recruitment & inclusion/exclusion 
criteria, medical matters/issue. Also, you will work closely with Global Program Team Members 
based in the US and in international locations as well.  
Requirements/Qualifications:  
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 MD degree  
 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical 

Monitor capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
 Willingness and capability to travel as necessary to investigational sites to meet face-to-

face with PIs and KOLs  
 Must have the flexibility to travel extensively  

Confidentiality/privacy  
All inquiries and submissions are held in strict confidence, i.e. no information provided to us by 
you will be shared with any parties outside of Cornerstone Search Group without your 
permission to do so.  
Keywords:  
Medical Director, Medical Monitor, Monitor, Cardio, CV, Cardiovascular, MD, M.D., Physician, 
Phase 3, Phase III, Mega, Novartis, Serelaxin 
Desired Skills and Experience 
Requirements/Qualifications:  

 MD degree  
 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical 

Monitor capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
 Willingness and capability to travel as necessary to investigational sites to meet face-to-

face with PIs and KOLs  
 Must have the flexibility to travel extensively 

 
************************************************************************ 
 
Apply on company website 
Medical Director & Medical Monitor - Cardiovascular: (Western US): Top Pharma Co: Major 
Cardio Drug Development [RETAINED SEARCH]  
Cornerstone Search Group - San Diego, CA (Covering west of Mississippi) work from home 
Posted 1 day ago 

 Experience 
Executive 

 Job function 
Research, Other, Science 

 Employment type 
Full-time 

 Industry 
Biotechnology, Pharmaceuticals 

 Employer job ID 
srBH2088li 

 Job ID 
6468161 

About this job 
Job description 
This is a full-time position where you will be an employee of this Top 10 Global Pharmaceutical 
Company working on one of their largest Clinical Development Programs for a new 
cardiovascular drug to treat Heart Failure. This is a key position critical to the success of the 
overall Clinical Development Program for this CV/Heart Failure drug. Work closely in the field 
with PIs and KOLs regarding multiple medical, safety and patient matters.  
Company Description:  
One of the most successful Global Top 10 Pharmaceutical/Biotech Companies that also has the 
richest and most extensive development pipeline in multiple therapeutic areas in the entire 
Pharmaceutical Industry..  
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Location: Home-based position – must be located west of the Mississippi and will cover the 
Western United States.  
Attractive Features about this Opportunity  

 Be part of a team working on a very large, high profile cardiovascular / critical care 
clinical trial (registration trial)  

 Work closely with key PIs and KOLs  
 Work from your home office and travel to sites and corporate headquarters as needed  
 Join one of the most successful Pharma Companies in the World with the richest drug 

development pipeline in the industry  
Responsibilities  
In a nutshell, for your assigned region, you will be the key contact for important PIs and KOLs 
involved with a very large, important and critical CV drug development program. This will 
include, but not be limited to: communicating/meeting with PIs and KOLs regarding clinical 
protocols, drug safety (AEs/SAEs), risk management, patient recruitment & inclusion/exclusion 
criteria, medical matters/issue. Also, you will work closely with Global Program Team Members 
based in the US and in international locations as well.  
Requirements/Qualifications:  

 MD degree  
 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical 

Monitor capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
 Willingness and capability to travel as necessary to investigational sites to meet face-to-

face with PIs and KOLs  
 Must have the flexibility to travel extensively  

Confidentiality/privacy  
All inquiries and submissions are held in strict confidence, i.e. no information provided to us by 
you will be shared with any parties outside of Cornerstone Search Group without your 
permission to do so.  
Keywords:  
Medical Director, Medical Monitor, Monitor, Cardio, CV, Cardiovascular, MD, M.D., Physician, 
Phase 3, Phase III, Mega, Novartis, Serelaxin 
Desired Skills and Experience 
Requirements/Qualifications:  

 MD degree  
 5 or more years working for a Pharmaceutical, Biotechnology or CRO in a Medical 

Monitor capacity involved with later stage clinical development (i.e. Phase 2b or 3)  
 Willingness and capability to travel as necessary to investigational sites to meet face-to-

face with PIs and KOLs  
 Must have the flexibility to travel extensively 

 
 
********************************************************************* 
Apply on company website 
Associate Medical Director - US Drug Safety, Medical Affairs 
Genentech - San Francisco Bay Area 
Posted 10 days ago 

 Experience 
Mid-Senior level 

 Job function 
Other 

 Employment type 
Full-time 

 Industry 
Biotechnology 
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 Job ID 
7259370 

About this job 
Job description 
Who We Are  
At the Roche Group, about 80,000 people across 150 countries are pushing back the frontiers 
of healthcare. Working together, we've become one of the world's leading research-focused 
healthcare groups. A member of the Roche Group, Genentech has been at the forefront of the 
biotechnology industry for more than 30 years, using human genetic information to develop 
novel medicines for serious and life-threatening diseases. The headquarters for Roche 
pharmaceutical operations in the United States, Genentech has multiple therapies on the 
market for cancer and other serious illnesses. Please take this opportunity to learn about 
Genentech, where we believe that our employees are our most important asset and are 
dedicated to remaining a great place to work.  
Associate Medical Director - US Drug Safety, Medical Affairs  
The Position  
The Assistant/Associate Medical Director (AMD), Drug Safety reports to the Director, US Drug 
Safety (USDS) and is an integral member of the USDS leadership team. The AMD provides 
collaborative clinical and research leadership on drug safety matters to internal and external 
stakeholders. He/she is dedicated to promoting continuous quality improvement of individual 
case and aggregate safety reports and strives to achieve the highest level of regulatory 
compliance for safety reporting.  
This is a relatively new position within the department and an innovative thinker and strong 
team player is desired. Increased collaboration with Genentech Medical Affairs Medical Units 
and other organizational departments to maximize the utility of USDS safety data and 
expertise will be a future goal. This may include leading and supporting data dissemination to 
Medical Teams, collaborating on retrospective analytic work across the organization with a 
focus on drug safety related issues post-marketing, and as an advisor to medical teams 
conducting interventional or non-interventional research that improves the care of patients 
from a safety perspective.  
Job Duties/Responsibilities:  
- Participates in the creation of the organizational strategy, goals, and objectives for the 
department, and assists in the implementation of the business plans to support both local and 
global safety strategies (i.e., rollout of new safety initiatives, implementation of new Health 
Authority safety requirements).  
- Through coordination with the USDS Compliance and Training Group will ensure appropriate 
representation during safety-related regulatory inspections or internal quality 
assurance/corporate compliance audits.  
- Fostering close links within US Medical Affairs and overseeing safety data collection in 
collaboration with other USDS leadership team members  
- Address queries by the Clinical Safety Associates or medical teams on safety-related content 
for US Medical Affairs sponsored study protocols and program design  
- Provide advice as required to address queries involving safety reporting for investigator-
supported studies and company-sponsored non-interventional programs  
- Providing clinical and drug safety guidance to Clinical Safety Associates/Drug Safety 
Associates as necessary.  
- Functions as a back-up for the affiliate Risk Management Plan Coordinator and US Periodic 
Adverse Drug Experience Reports (PADERs) based on the needs of the organization  
- In collaboration with USDS Compliance and Training group, lead or assist special projects 
based on commitments (e.g., CAPAs from company internal audits and Health Authority 
inspections), queries, or regulatory issues where a physician's expertise would be required  
- For local products without global Safety Science support, the AMD would be responsible for 
signal detection and validation.  
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- In the future, participate in the preparation of abstracts, posters and presentations for 
scientific meetings and congresses based upon collaborative research initiatives 
Desired Skills and Experience 
You're someone who wants to influence your own development. You're looking for a company 
where you have the opportunity to pursue your interests across functions and geographies. 
Where a job title is not considered the final definition of who you are, but the starting point.  
Competencies Identified for Success:  
- Works effectively, independently and collaboratively 
- Demonstrates initiative and accountability 
- Strong organizational skills, detail oriented, ability to adapt to change 
- Confident decision maker 
- Demonstrates leadership skills - both direct and via influence 
- Ability to interact effectively in a multifunctional, multidisciplinary team setting 
- Understands the business, scientific, and regulatory aspects of the organization 
- Ability to balance competing interests of various stakeholders and strive for achieving 
mutually beneficial and compliant solutions.  
- Influence decision makers  
Education, Experience, and Other Requirements: 
- MD or equivalent medical degree required 
- Additional education or training in epidemiology, biostatistics, outcomes research or health 
services research (e.g., MPH, MS, fellowship or role-based experience) preferred 
- Minimum 8 years of experience in either a clinical, research or industry related capacity (or 
combination thereof)  
- Minimum 3 years of previous experience in Drug Safety area preferred with an understanding 
of global safety regulations 
- Experience in medical case review, risk management, and safety signal detection preferred 
- Experience in safety inspections preferred 
- Excellent communication skills, both written and verbal.  
Genentech is an Equal Opportunity Employer. 
About this company 
Genentech 
At Genentech, we are passionate about finding solutions for people facing the world's most 
difficult-to-treat conditions. That is why we use cutting-edge science to create and deliver 
innovative medicines around the globe. To us, science is personal. 
 
********************************************************************** 
Apply on company website 
Senior Clinical Director 
Proteus Digital Health, Inc - San Francisco Bay Area 
Posted 10 days ago 

 Experience 
Director 

 Job function 
Management 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
7262840About this job 

Job description 
Summary  
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Proteus Digital Health Inc is seeking a Senior Director for our Redwood City, CA, facility. The 
Senior Director will be responsible for the design and execution of early- and late-phase clinical 
studies, and will serve as clinical liaison with internal stakeholders and corporate partners.  
The Senior Director will engage in, and manage, written and verbal clinical communication on 
behalf of Clinical Affairs with consultants, contractors, corporate partners, internal 
stakeholders, regulators, and study investigators, sites and staff.     
Primary Responsibilities  

 Cross-functional coordination for the execution of clinical studies  
 Establish and execute against timelines, milestones, deliverables, and budgets  
 Mentor and oversee clinical team members in the execution of studies and making 

deliverables on time  
 Participate in investigator, study site, and contract research organization screening, 

qualification, selection, and contracting  
 Participate in contract research organization selection and communication  
 Prepare study materials (e.g., protocols, informed consent, instruction manuals, case 

report forms), clinical study reports, and journal manuscripts  
 Prepare and present scientific abstracts at national and international meetings  
 Prepare regulatory materials (e.g., clinical documents for pre-IND, IND, end-of-phase 2, 

NDA, and scientific working parties)  
 Monitoring and reporting of adverse events  
 Travel: estimated 20%; international travel likely  

Desired Skills and Experience 
Required Qualifications  

 Minimum of 5 years as Associate Director or Director in Clinical Development or Medical 
Affairs for a large-cap pharmaceutical company  

 Experienced in developing, initiating and executing late-phase pharmaceutical studies in 
Asia, Europe, and North America  

 Experienced in serving as clinical liaison for alliance partners  
 Experienced in authoring clinical documents for regulators, scientific meetings, and 

journal publication  
 Experienced working cross-functionally teams with internal and external stakeholders  
 Influential in vertical and horizontal 360° communication  
 Competent in budgeting, graphical software, word processing, spreadsheets, and 

presentations  
 Oriented to detail, able to multi-task  
 Excellent verbal and written communication skills  

Education Requirements  
 RN, MD, or PhD in pharmacology or pharmaceutical science this company 

Proteus Digital Health, Inc 
Proteus Digital Health believes in better health, powered by you. Our ingestible and wearable 
sensors provide unprecedented views into your personal health choices and physiologic 
response. Products such as Digital Medicines allow you to better manage your health and more 
effectively collaborate with caregivers and clinicians, while enabling new information-based 
business models for the industry. 
 
*********************************************************************** 
To apply: http://tinyurl.com/p6p2lkt 
Medical Director, Clinical Science 
BioMarin - San Francisco Bay Area 
Posted 3 days ago 

 Experience 
Director 

 Job function 
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Other 
 Employment type 

Full-time 
 Industry 

Biotechnology, Pharmaceuticals 
 Employer job ID 

13-0181 
 Job ID 

7373633this job 
Job description 
A world leader in rare disease, BioMarin Pharmaceutical Inc. has an exciting new opportunity in 
the Clinical Sciences department, as a Medical Director. Clinical Sciences is critical to the 
success of each new therapeutic developed at BioMarin and is a growing department that 
provides clinical and scientific expertise for research and development projects. We are 
searching for an industry experienced Medical Director to join a multidisciplinary clinical 
development team and oversee clinical trial design, execution and analysis of results. This 
position offers a unique opportunity to work in a fast-paced and highly collaborative 
environment with functional leaders from Project Management, Clinical Operations, 
Pharmacological Sciences, Regulatory Affairs, Medical Affairs and the Commercial side of the 
organization. We seek team players who are committed to working collaboratively in order to 
bring first-in-class or best-in-class therapies to patients who live with serious and life-
threatening rare genetic diseases.  
To apply: http://tinyurl.com/p6p2lkt 
Desired Skills and Experience 
The Medical Director will have a medical degree, preferably have board certification in a 
relevant specialty, and a successful track record in clinical research or clinical practice. In 
addition, at least 5 years of drug development experience is required. The individual will have 
established medical leadership capability, technical skills, an ability to communicate complex 
scientific concepts to a variety of audiences, and will be accountable for the strategic planning 
and execution of clinical trials. The Medial Director will also be expected to discuss scientific 
data and clinical practice in a peer-to-peer manner, with investigators and key opinion leaders, 
thereby building relationships and collaborative partnerships to ensure current clinical thinking 
and guidelines are integrated into the clinical development plan.  
The Medial Director will report to the Senior Group Medical Director and will have the 
opportunity to influence the evolution of the Clinical Sciences department in a growing, science 
focused and highly innovative biotechnology company.  
******************************************************************** 
http://www.linkedin.com/jobs2/view/7259667?trk=job_view_similar_jobs 
Field Applications Specialist II - Single-Cell Biology 
Fluidigm Corporation - San Francisco Bay Area 
Posted 10 days ago 

 Experience 
Mid-Senior level 

 Job function 
Science 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Employer job ID 
516 

 Job ID 
7259667 
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About this job 
Job description 
Fluidigm Corporation, based in South San Francisco, California, is the market leader in single-
cell genomics and we are looking for a field-based applications scientist who will become the 
technical expert in the Pacific Asia-Latin America (PALA) regional commercial organization. He 
or she will be responsible for keeping up to speed with protocol and application developments 
in this field and distributing this knowledge and expertise to the regional colleagues and 
channel partners. In addition to these responsibilities, he or she will remain a resource for 
providing technical support and guidance to customers on the operation and applications of 
Fluidigm’s other product lines (BioMark, EP1 and Access Array) across all applications, as and 
when needed.<br><br> <br><br>The successful candidate is highly self-directed, 
conscientious, articulate, and possesses excellent presentation and teaching skills. He or she is 
also committed to total customer satisfaction with outstanding interpersonal skills and 
professionalism. Being a proven team player is essential as this position is expected to have a 
great degree of overlap with various interdisciplinary groups within the organization. 
<br><br>ESSENTIAL DUTIES AND RESPONSIBILITIES:<br><br>· Use internal and external 
resources to become an expert in the field of single-cell genomics. Be recognized across the 
company as an expert and use knowledge gained to provide feedback, share best practices and 
insight to colleagues cross-functionally and cross-regionally.<br><br>· Actively disseminate 
knowledge in single-cell genomics to PALA commercial team, to enable the whole team to be 
able to support the company activities in the field of single cell genomics for both pre- and 
post-sales activities.<br><br>· Own the demonstration activities for the C1 Single-Cell Auto 
Prep system in in the region - qualify these opportunities beforehand and lead to the highest 
chance of a successful demo and instrument purchase. Design, execute and analyze cell-based 
proof of principle experiments; generate reports and present data.<br><br>· Use close 
customer relationships to identify networks and actively provide feedback of relevant 
information on potential customers to sales colleagues.<br><br>· Provide management with 
clear overview of the regional single-cell market opportunities and developments in a timely 
manner.<br><br>· Work closely with regional marketing and corporate product marketing 
teams to ensure PALA single-cell pre-sales activities such as road shows and tradeshow 
presentations are appropriately planned for and well-supported.<br><br>· Establish a strong 
working relationship with each of the PALA distributor partners to ensure that Fluidigm’s single-
cell genomics products are promoted well and adopted in their countries.<br><br>· Must 
display confidence and strong communication skills. <br><br>· Develop technical solutions to 
complex problems with ingenuity and resourcefulness.<br><br>· Become knowledgeable with 
all Fluidigm products and applications and engage in both pre- and post-sales support activities 
with customers when required. <br><br>· Be involved with troubleshooting, often under 
challenging conditions, as needed.<br><br>· Document customer relations and interactions in 
the CRM software adopted by the company.<br><br>· Report on field activities on a weekly 
basis to management through written reports and/or regular telephone conversations. 
Desired Skills and Experience 
· B.S. in molecular biology, biochemistry, cell biology or similar discipline. Master or Ph.D. 
highly preferred.<br><br>· 5+ years of experience in customer support or in a customer-
facing role<br><br>· Minimum of 3 years of laboratory experience with cellular biology 
techniques; knowledge and experience handling a wide variety of cell types and cellular 
systems as well as experience with cellular assays such as antibody staining and 
FACS.<br><br>· Working knowledge of techniques such as quantitative real-time PCR, 
RNA/DNA isolation and handling, primer design and gene expression data analysis. <br><br>· 
Familiarity with genome and transcriptome next-generation sequencing techniques 
desirable<br><br>· Self-directed, conscientious and articulate with excellent presentation and 
teaching skills. <br><br>· Committed to total customer satisfaction with outstanding 
interpersonal skills and professionalism. <br><br>· Productive with a high level of initiative 
and self-motivation. Works hard and loves what they do. <br><br>· A proven team player. 
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<br><br>· Ability to travel up to 75% of time during peak activity periods. <br><br>· Must 
be fluent in English. Technical fluency in Mandarin Chinese desirable. 
About this company 
Fluidigm Corporation 
Fluidigm Corporation (NASDAQ: FLDM) develops, manufactures and markets microfluidic 
systems for growth markets in the life science and agricultural biotechnology, or Ag-Bio, 
industries. Fluidigm’s proprietary microfluidic systems consist of instruments and consumables, 
including chips, assays and other reagents. These systems are designed to significantly 
simplify experimental workflow, increase throughput and reduce costs, while providing the 
excellent data quality demanded by customers. Fluidigm actively markets four microfluidic 
systems, including nine different commercial chips, to leading academic institutions, diagnostic 
laboratories, and pharmaceutical, biotechnology and Ag-Bio companies. Fluidigm products are 
marketed for research purposes only (not for diagnostic use). 
 
************************************************************************* 
http://www.linkedin.com/jobs2/view/7173949?trk=job_view_similar_jobs 
Project Applications Scientist 
Illumina - San Francisco 
Posted 16 days ago 

 Experience 
Mid-Senior level 

 Job function 
Science 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Job ID 
7173949 

About this job 
Job description 
Project Applications Scientist External Job Posting The Project Applications Scientist is part of 
the Customer Solutions department. The Scientist plays a key role in enhancing Illumina’s 
unparalleled customer support by developing, communicating and effectively executing 
commercial support requirements in complex customer-facing projects. Candidates will receive 
competitive salaries and extensive experience with Illumina’s cutting-edge products. Illumina is 
growing rapidly and offers excellent opportunities for career development. 
 
Job duties include but are not limited to: 
 
•Develop hands-on experience with Illumina’s instruments and systems 
•Serve as the Customer Solutions support and implementation liaison with technical experts in 
the development of rapid turnaround tech transfer programs; responsible for driving strategic 
support planning activities and managing execution of support deliverables; manages projects 
with minimal supervision;  
•Coordinate new installations, including facility inspections, instrument validation, and 
customer training 
•Author, edit and review technical documentation in conjunction with the Writing Services 
group. 
•Work with the Commercial Training group to develop curricula for training of field team 
members, demonstrating installation, use, and service of new products; Evaluate effectiveness 
of training  
•Troubleshoot issues related to user's technical skills, biochemistry/assay design, experimental 
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design, software and instruments, during transfer phase; Serve as a second level of support to 
Field Applications Scientists and Technical Support 
•Take integral role in the development of key group processes that support our mission of 
building a world-class customer support organization 
•Global field travel (up to 30%) 
Desired Skills and Experience 
Qualifications: 
 
•PhD, MS, or BS in Chemistry, Biochemistry, Molecular Biology or Genetics, or related degree 
•5+ years of commercial biotech/biomedical science industry experience preferred, 
•Prior experience in field support role or a product development transfer role preferred, 
•Highly motivated with strong problem solving ability, excellent verbal and written 
communications skills, 
•Laboratory or customer training experience preferred, 
•Prior hands on experience with microarray and/or sequencing technologies preferred, NGS a 
plus 
•2+ years project management experience preferred, 
•Demonstrated written and verbal communication and presentation skills,  
•Outstanding interpersonal skills,  
•Clear vision of and commitment to providing outstanding customer service 
 
Equal Opportunity EmployerAbout this company 
Illumina 
At Illumina, our goal is to apply innovative technologies and revolutionary assays to the 
analysis of genetic variation and function, making studies possible that were not even 
imaginable just a few years ago. These studies will help make the realization of personalized 
medicine possible. With such rapid advances in technology taking place, it is mission critical to 
have solutions that are not only innovative, but flexible, scalable, and complete with industry-
leading support and service. As a global company that places high value on collaborative 
interactions, rapid delivery of solutions, and prioritizing the needs of its customers, we strive to 
meet this challenge. Illumina’s innovative, array-based solutions for DNA, RNA, and protein 
analysis serve as tools for disease research, drug development, and the development of 
molecular tests in the clinic. 
 
*************************************************************************** 
http://www.linkedin.com/jobs2/view/7411187?trk=eml-anet_dig-b_premjb-ttl-cn 
Field Applications Scientist - ICC [Industrial Cell Culture] 
Irvine Scientific - Santa Ana, CA 

 Experience 
Mid-Senior level 

 Job function 
Sales 

 Employment type 
Full-time 

 Industry 
Biotechnology 

 Employer job ID 
FAS ICC 092013  

 Job ID 
7411187 

About this job 
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Job description 
Irvine Scientific is a worldwide leader in the design, manufacture and distribution of medical 
devices, including Industrial Cell Culture, Cytogenetic, Assisted Reproductive Technology (ART) 
and Cell Therapy products. Irvine Scientific is a large scale producer of advanced cell culture 
media for the industrial bioprocess and diagnostic markets and has extensive experience in the 
design of culture media leading to significant improvement in biopharmaceutical yield. The 
company also manufactures media for medical and stem cell applications. Additional 
information can be found at www.irvinesci.com.  
We are seeking a Field Applications Scientist for our Industrial Cell Culture business. This 
position is responsible for working with Field Sales to build productive relationships with 
Process Development scientists/engineers at prescribed Biopharma accounts. Goals of 
increasing business activity both in sales of media and reagent products and through 
collaborative media development/optimization projects.  
Job Duties:  

 Provides technical support to customers, Sales and distributors (via phone, email, 
customer visits)  

 Executes against core strategy and implements assigned tactics for product areas within 
the Industrial Cell Culture portfolio (e.g., conference/tradeshow participation and 
workshop presentations; contributions to technical forums and customer/regional 
product/capabilities fairs)  

 Creates materials for Sales training and Sales meetings, emphasizing company 
capabilities and product performance attributes. Conducts assigned new product 
training, performs training in conjunction with R&D (as appropriate – e.g., for media 
optimization capabilities), and updates Sales team on both R&D/technical and 
Operational capabilities development  

 Gathers competitive intelligence as assigned; implements tactics to both defend existing 
positions and differentiate IS ICC vs competitors to win new business  

 Writes or participates in development of technical papers and conference posters 
related to specific products and/or company capabilities (i.e., contributes to 
generation of technical marketing collateral)  

 Develops network of key thought leaders/influencers in the Industrial Cell Culture and 
Upstream BioProcessing domain through business social networks such as Linked-In 
and by actively participating in assigned tradeshows/conferences, especially when 
interactive workshops are relevant.  

 Works with technical~commercial collaborators [as assigned by management] around 
co-promotion of products/capabilities and demonstrated value to market through 
these cooperative efforts.  

 Inputs fully characterized justifications on new product ideas; participates in market 
assessments for proposed products  

 Prepares monthly reports for the regional Sales Director and appropriate Product 
Managers.  

Education/Experience:  
 BS in Biology, Biochemical Engineering or related Life Sciences discipline. MS or PhD is 

desirable.  
 Technical background, preferably with a biotech/biopharm/vaccine company in late-

stage R&D and/or Process Development for Upstream BioProcessing [or with a Media 
development and supply company, being directly involved in an analogous FAS role 
and/or customer-engaged media optimization/custom product development 
activities].  

 3+ years minimum experience working with or in the biotech/biopharm sector.  
 Intermediate level of cell culture science, upstream bioprocessing and its optimization, 

and general ‘technical marketing’ techniques.  
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 The successful candidate will also need to display an aptitude for engaging with Sales 
representatives and customers on a peer-level scientific basis while embracing an 
appropriate degree of commercial savvy to ensure that business objectives are 
ultimately met.  

 Proficient in MS Word, Excel, PowerPoint, Outlook.  
 Must have good communication skills including presentation skills.  

Work Environment  
 Field travel up to 50%  

To apply: Please send resume with salary history to: IS_HR@irvinesci.com. There is an 
underscore between IS and HR in the email address. Please put FAS ICC 092013 in the subject 
line.  
Irvine Scientific is an equal opportunity employer. 
 
********************************************************************** 
Bonnie Gothmann  
Vice President, Executive Search  
Corporate Search  
415-684-1960 ext 105  
bonnie@corpsearchjmi.com  
Company- public 
Oncology  
Phase I, II moving to Phase III 
$$$$ 
Looking for: Manager, Program Management 
Reporting to SVP 
Hand’s on! 
Program experience in the scope and complexity of studies 
Contribute to the rebuilding 
Need to be the glue of the organization, making sure everyone is in sync 
Working with CMC, Quality, Regulatory, Pre Clinical and Clinical Groups 
Support and Partner with Team Leads 
Ensuring the integrity and accuracy of project information to meet team, management, and 
portfolio requirements 
Everything from planning the meetings to taking minutes.  
Setting time lines, setting meeting topics 
Develop integration 
Tracking progress; alerting teams if/when falling behind, sharing what is necessary to get back 
on track. 
Ability to think beyond being a Microsoft expert and Gantt charts  
 
Ideally this person can grow and have an even higher level of input!! 
************************************************************************** 
Commercial Production Manager, Drug Product, Pharmacyclics, Inc., Sunnyvale 
http://goo.gl/neIDV1 
 
********************************************************************* 
Principal Product Specialist FPM Conformance, Bayer Business and Technology Services LLC, 
Berkeley http://goo.gl/OBttHb 
********************************************************************* 
 
Supervisor II, Manufacturing, Baxter International, Inc., Hayward http://goo.gl/lKtQ40 
********************************************************************* 
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********************************************************************* 
QA Specialist III, Gilead Sciences, Foster City http://goo.gl/tDthKg 
********************************************************************* 
 
Commercial Production Manager, Drug Productqmedcareercentral.devicespace.com 
Pharmacyclics, Inc. has an opening for a Commercial Production Manager, Drug Product in 
Sunnyvale,... 
 
*********************************************************************** 
 
Please apply online at: 
http://careers.peopleclick.com/careerscp/client_medtronic/external/gateway.do?functionName
=viewFromLink&jobPostId=168202&localeCode=en-us 
 
Regulatory Affairs Specialist, Coronary  
Medtronic 
Job Description 
Medtronic: Regulatory Affairs Specialist, Coronary 
Position Description 
 
The Regulatory Affairs Specialist (Sr. Specialist depending upon experience) will provide global 
regulatory affairs support for Medtronic Coronary and Renal Denervation medical devices. This 
position reports to a Regulatory Affairs Director.  
 
This position will support one or more Coronary or Renal Denervation product development 
projects. Many of the products involved are combination devices, and all are on the very 
leading edge of cardiovascular medical technology. 
Position Responsibilities 
 
• Write and manage US regulatory submissions including original IDE, PMA, and 510(k) 
submissions and supplements/amendments  
• Write and manage CE Marking submissions  
• Collaborate with global RA partners to develop global filing strategies and support global 
submissions 
• Provide regulatory affairs support for all aspects of product development from early research 
to commercialization 
• Collaborate with European RA team to provide regulatory support for all aspects of product 
manufacturing 
Basic Qualifications 
 
• Bachelor’s degree in a technical discipline.  
• 2-4 Years of regulatory experience with Bachelors, 1-3 Years with Masters  
• Knowledge of FDA medical device regulations and experience with Class II or III devices. 
Desired/Preferred Qualifications 
 
• Knowledge of and experience with IEC 60601 2nd and/or 3rd editions 
• Knowledge of electro-medical regulations 
• Experience with hardware/software requirements 
• US and/or EU experience registering electro-medical devices  
• Ability to manage an activity involving a global, cross-functional team within a large 
international corporate organization. 
• Excellent negotiation skills; written/oral communication skills.  
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• Knowledge of and experience with IEC 60601 2nd and/or 3rd editions 
• Knowledge of European medical device regulations and experience working with European 
regulators.  
• History of successful 510(k)/IDE/PMA/CE mark submissions. 
• Previous involvement in global regulatory activities 
• Experience with regulatory support of clinical trials. 
Physical Job Requirements 
 
• The physical demands described within the Responsibilities section of this job description are 
representative of those that must be met by an employee to successfully perform the essential 
functions of this job. Reasonable accommodations may be made to enable individuals with 
disabilities to perform the essential functions. 
• While performing the duties of this job, the employee is regularly required to be 
independently mobile. The 
employee is also required to interact with a computer, and communicate with peers and co-
workers. 
  
 
************************************************************************ 
*8 
Integration Engineer- Pacific Biosciences- Menlo Park  
Location: 
Menlo Park, CA 
Posted Date: 
8/22/2013 
Position Type: 
Full time 
Job Code: 
1244 
Salary: 
Required Education: 
Bachelors Degree 
Areas of Expertise Desired: 
Engineering, Manufacturing/Production, 
Job Description 
 
Pacific Biosciences is looking for a person with a strong statistics background and programing 
experience to join our team Manufacturing Engineering team to mine & analyze large data 
sets. The goal of this position is to make connections between DNA sequencing metrics and 
Manufacturing processes and metrology. 
 
 
Responsibilities:  
 
• Work very closely with Process Engineers in both Manufacturing Engineering and R&D with 
the goal to correlate process conditions with product specifications. 
 
• Integration of DNA sequencing data with all upstream manufacturing processes & metrology 
 
• Draw data correlations between existing and new manufacturing procedures and processes 
 
• Optimization of metrology methods and sampling to improve predictive power 
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• Maintain existing software & data management systems and develop improvements to these 
systems 
 
• Mine large data sets and identify useful trends 
 
• Interface with a broad range of functional groups from the researchers, to manufacturing and 
outside suppliers 
Requirements 
 
• Very strong statistical analysis and experimental design capability 
 
• Ability to embrace a broad spectrum of technologies and develop a fundamental 
understanding and their role in the performance of an integrated system 
 
• Database skills with the ability to mine the data for anomalies, trends, outliers and 
correlations 
 
• Experience working with Process Engineers 
 
• Strong collaborative and team work attributes with active communication and good 
documentation skills 
 
• Software development experience with a variety of environments (C#, C++, SQL, Java) 
 
• Demonstrated experience in product transition from research to development and production 
is a plus 
 
• Excellent organization and written and verbal communication skills 
 
************************************************************************ 
Mechanical Process Engineer- Natera - San Carlos 
 
Location: 
San Carlos, CA 
Posted Date: 
8/21/2013 
Position Type: 
Full time 
Job Code: 
296 
Salary: 
Required Education: 
Bachelors Degree 
Areas of Expertise Desired: 
Engineering, Operations, 
Job Description 
 
Natera’s mission is to give couples the best chance of having a healthy child and we need your 
help to bring the latest technology in genetics together with advanced signal processing and 
statistics 
 
The Mechanical Process Engineer within the Process Engineering Group contributes to the 
development and implementation of new automation systems to support the processing of 
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samples in a in a clinical diagnostics laboratory environment. This individual collaborates within 
a team of scientists and engineers upon projects to conceptualize, design, develop, and 
implement new customized or integrated automation hardware solutions designed to run, 
manage, and optimize the flow of samples throughout the laboratory processes.  
 
Principal responsibilities of this position include project leadership and direction, building 
rapport with end-users, lab supervisors and process owners, and coordinate with cross 
functional projects teams. Lead the development and integration of new systems, prepare the 
documentation for equipment validation and operating procedures, and ensure successful 
implementation in the labs. Additional responsibilities include user training, troubleshooting, 
optimizing the automated systems, and on-going support for the end-users. 
 
 
Requirements 
 
BS or MS degree in Mechanical, Electrical Engineering, Bio-medical Engineering or related fields 
with strong background in lab-automation and mechanical engineering and design.  
minimum of eight to ten years of relevant experience, especially automating laboratory 
processes for the life-science industry.  
Technical proficiency and experience with CAD systems especially SolidWorks.  
Computer programming with .Net such as C#, VB, VBA and PLC programming is desirable, 
along with methods development and process scheduling for laboratory automation systems 
such as liquid handlers and robotic platforms.  
Project management skills, organizational skills, and written and verbal communication skills 
are required.  
Flexibility and self-initiative required to support several simultaneous projects.  
Ability to collaborate is required.  
Preparing User Requirement and Testing Procedure, Standard Operating Procedures, and 
related documentations; and Overseeing the functional and validation testing, IQ/OQ/PQ. 
Biotech, pharmaceutical, Lab automation providers experience is highly desirable. 
*************************************************************************** 
 
 
******************************************************************** 
************************************************************************* 

Other Information for Those in Transition 
 
************************************************************************* 
*********************************************************************** 
See article entitled “6 Ways to Crack the Hidden Job Market” about cracking the hidden job 
market where 80% of jobs are found. The article was written by Nancy Collamer, M.S., is a 
career coach, speaker and author of Second-Act Careers: 50+ Ways to Profit From Your 
Passions During Semi-Retirement. Her website isMyLifestyleCareer.com; on Twitter she is 
@NancyCollamer. http://www.forbes.com/sites/nextavenue/2013/08/12/6-ways-to-crack-the-
hidden-job-market/2/ 
******************************************************************** 
Nice piece on informational interviews by Susan Oct. 22, 2012 at Work Coach Cafe at 
http://www.workcoachcafe.com/2012/10/22/how-to-do-successful-information-interviews/ 
 
Thanks to Paula Rutledge for sharing.  
***************************************************************** 
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Check out the annual Beyond Borders: Global biotechnology report 2012 
on the biotechnology industry at www.ey.com. This is the 26th anniversary issue using 
consistent measures to track the industry sector. 
http://www.ey.com/Publication/vwLUAssets/Beyond_borders_2012/$FILE/Beyond_borders_20
12.pdf 
*************************************************************** 
Check out the CHI.org website for the most recent publications on the status and trends of the 
California Biomedical Industry and workforce. These reports were prepared by leading 
organizations that research the market and lobby for the industry-- PWC, CHI and BayBio. 
They contain useful information for individuals as well as companies in researching the industry 
here locally. 
See 2013 report authored by CHI, PWC and BayBio at http://www.californiabiomedreport.com/ 
******************************************************* 
 
Writing Resumes 
 
UC Davis Internship and Career Center Guide to Resumes (2011) 
Download at http://iccweb.ucdavis.edu/pdf/crm/0910/crm-resumes.pdf 
_____________________________________________________________ 
NOVA workboard releases a report that is of interest to those looking for new opportunities-- 
Tech Resumes 2.0, an Employer Perspective  
Silicon Valley in Transition: Tech Job Growth Poses Both Opportunities and Challenges for the 
Valley- Based on 250 employer surveys and over 50 executive interviews. As a portion of that 
effort, NOVA released a 2nd report: “Silicon Valley in Transition: Economic and Workforce 
Implications in the Age of iPads, Android Apps and the Social Web.” It proposes a number of 
recommendations for better preparing and connecting job seekers with available employment 
opportunities and for Silicon Valley to maintain its dominance as the world’s preeminent 
innovation factory. 
 
Tech resumes 2.0, an Employer Perspective - The study includes resume advice from 27 Valley 
recruiters and hiring decision makers as well as practical employment search and resume tips, 
key messages for job seekers, employers, economic development leaders, educators, and 
workforce boards.  
 
A link to the report is http://goo.gl/uXTX7 
______________________________________________________________ 
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 
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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 
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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 you 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.  

 
About the Author 
 
Susan Caldwell is a medical writer, PhD scientist, and entrepreneur. After 10 years of 
laboratory research, she made a major career course correction and never looked back. She 
found she could make a career of doing what she loves--writing--and applied it to her 
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background in biomedical research. Since 1995, she has directed medical writers at five life-
science companies, including her company, Biotech Ink, LLC. Her specialty is writing regulatory 
documents for clinical, preclinical, and manufacturing activities that support the development 
of biotechnology, pharmaceutical, and medical device products. She also has considerable 
experience writing book chapters, newsletters, brochures, white papers, web content, and 
many other document types. Susan has been writing and publishing the Biotech Ink Insider 
newsletter since October 2008. 
 
You can email Susan at caldwell@biotechink.com, phone her office (650-286-9300), see her 
LinkedIn profile, follow her on Twitter, and you're invited to join her Medical Writers Twibe (for 
which you have to have a Twitter account). 
 
Copyright 2009 Biotech Ink, LLC. All rights reserved. 
___________________________________________________ 
“Writing Your Career Change Resume- 5 Tips,” Job-Hunt.org…your objective source of job 
search resources website; this might be helpful for those of you leaving a bench science 
position to another function inside a life science company. 
http://www.job-hunt.org/career-change/resume-for-career-change.shtml 
 
I googled several questions about writing a resume and was astounded that the different sites 
with free advice, templates, etc. Of course, some service providers were also listed. 
 
I googled Amazon’s top books for job hunters and writing resumes and found a list including 
one of my favorites What Color Is Your Parachute? 2013: A Practical Manual for Job-Hunters 
and Career-Changers by Richard N. Bolles. I found this book especially useful in helping me 
determine what types of job functions I liked best. 
 
 
************************************************************************* 
Free Newsletters to Keep You Informed 
Check out free newsletters delivered to your email box: 
• “Biospace’s “Genepool,” “Deals and Dollars,” and “Clinical Focus” 
• “FierceHealthCare,” “FierceHealthIT,” FiercehealthFinancial”, “FierceHealthPayer,” 
“FierceEMR,” “FierceBiotech,” “FierceMedicalDevices” and “FiercePharma” 
• “Drug DiscoveryOnline,” 
• “IN VIVO Blogspot,” “Pharm Exec blog” 
• “QMed Daily” (formerly DeviceLink.com) 
• “PRWeek Healthcare Newsletter” 
• enewsletters@fdanews.com  
 PharmExecBlog.com at http://blog.pharmexec.com/ on the business of pharma 
 http://realendpoints.com/blog/ on pricing and reimbursement 
 Luke Timmerman’s blog on Xconomy. 
********************************************************************* 
 
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 
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There’s a new biotech job site on the BIO website entitled Bio Jobs: The Talent Hub for Biotech 
at http://jobs.bio.org. You can search for open positions via various parameters. 
 
Review my weekly listings for individual recruiters and review their websites where they post 
jobs. Be sure to join the Bio2Device Group and their Linked In Groups where jobs are posted. 
 
There are specialized linked in groups that list jobs in the area of interest to its members.  I’m 
a member of separate linked in groups in marketing and marketing research where I gather 
jobs for my weekly postings. 
 
The most known site for career and job listings is www.biospace.com which focuses on biotech 
and pharma. 
 
There’s another site which is focused on life science recruitment and placement; note featured 
company listings may be listed—www.beaker.com 
 
There’s website with jobs specific to medical device area at the www.legacymedsearch.com. 
 
Darshana Nadkarni posts medtech jobs in the jobs category, in her blog at 
www.darshanavnadkarni.wordpress.com. For any jobs that interest you, she advises you send 
resume directly to her at wd_darshana@hotmail.com. 
 
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. 
************************************************************************* 
 
 
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 most recent life scientist salary survey from The Scientist at http://www.the-
scientist.com/?articles.view/articleNo/32918/title/Life-Sciences-Salary-Survey-2012/ 
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Contract Pharma publishes an annual salary survey for employees of contract manufacturing 
companies at http://www.contractpharma.com/contents/view_salary-survey/2012-06-
19/2012---thirteenth-annual-salary-survey/. 
 
The most recent Medtech survey for R&D can be found at 
http://www.mddionline.com/article/more-work-fewer-perks-medtech-employees. You can also 
find salaries for other functions at the same location.  
 
MM&M reports salaries in the September issue each year. See 2012 results at 
http://media.mmm-online.com/documents/40/2012_survey_9911.pdf 
************************************************************************* 
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/blog 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. 
************************************************************************* 
 
 
 


