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Jobs That Crossed My Desk Through March 23, 2014 
Complimentary Service of Audreysnetwork.com 

March 23, 2014  
 

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. 
 
 
For consideration, please apply online at www.exponent.com/careersand reference “3962” as the 
keyword, or click here: Application Page (3962). 
 
Job Summary 
Date Posted: 
3/19/14 
Location: 
Menlo Park, CA 
 

Recruiting Manager 
Exponent 
Job Description 
Exponent is a leading engineering and scientific consulting firm. Our multidisciplinary team of scientists, 
engineers, physicians, and regulatory consultants brings together more than 90 different disciplines to 
solve complicated problems facing corporations, insurers, government entities, associations and 
individuals. Our approximately 900 staff members work in 25 offices across the United States and abroad. 
Exponent has over 600 consultants, including more than 350 that have earned a doctorate in their chosen 
field of specialization.  
 
Exponent’s Biomedical Engineering Practice evaluates biomaterials, surgical instruments, and implantable 
devices utilizing state of the art experimental, imaging, and finite element techniques. Exponent’s Medical 
Device professionals evaluate novel technologies and characterize product performance in support of our 
clients’ new product development activities or as part of safety and functionality assessments, failure 
analyses, or scientific marketing efforts once their devices are already in clinical use. We are equipped 
with state-of-the art laboratories and test facilities and have dedicated computational resources, as well as 
a research library containing thousands of research articles. Exponent’s unique combination of expertise 
enables our Medical Device specialists to research, analyze, and model the complex mechanical 
interactions between humans and orthopaedic, spinal, cardiovascular, neurologic, biologic, and 
combination medical devices. We also consult in intellectual property and product liability matters related 
to medical devices.  
 
The Biomedical Engineering Practice is currently hiring for a Regulatory Senior Managing/Principal 
Engineer/Scientist in our United States offices. This position offers a stimulating and challenging work 
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environment and significant opportunities for professional growth.  
 
Responsibilities for this position include: 

 Manage and execute complex projects related to preclinical strategy and all phases of the FDA 
product review and approval process of medical devices in support of our clients 

 Active participation and leadership in our Biomedical Engineering Practice 
 Actively market the group’s technical capabilities to clients and the scientific community 
 Develop additional expertise, gain additional industry exposure, and establish new and expanded 

client base through our unique technical consulting services 
 Attract and develop new projects and clients 

Qualifications for this position include: 
 M.D., J.D., or M.S./Ph.D. in Bioengineering, Mechanical Engineering, Materials Engineering, 

Polymer Science or a related engineering field 
 Direct experience in a product development environment in medical devices is required, including 

working knowledge of medical device design control, Risk Management, MDR and FDA regulatory 
environments 

 Demonstrated experience in working with FDA and successful completion of 510(k) submissions 
and pre-IDE, IDE, PMA original submissions and subsequent revisions/supplements for medical 
devices 

 Minimum of ten years of professional experience, with a minimum of five years as a consultant 
 Outstanding verbal and written communication skills in order to effectively communicate highly 

technical issues to a non-technical audience while possessing the technical depth to collaborate 
with physicians and interact with regulatory bodies 

 Must be a recognized expert in his/her field with a strong publication history 
 Established client relationships and a thriving consulting business is highly desirable 
 Must be able to attract projects and continuously expand his/her business volume to support full-

time staff and have the skills needed to manage, develop, and promote a group of highly 
motivated professionals 

 Testifying experience in trials and/or before government panels is an asset 
 The ideal candidate will be expected to continuously expand his/her own expertise through peer-

reviewed publications 
  
 
Exponent provides a competitive compensation package, excellent benefits, including company-subsidized 
medical, dental, vision, life insurance, and a 401(k) Retirement Program, with a 7% company 
contribution. We are an Equal Opportunity Employer. 
************************************************************************************
****************************** 
 
https://jobs.smartbrief.com/action/listing?listingid=A8A2F045-54A4-40BC-8B5C-
75D737C2F50A&briefid=3e572e18-3fbc-11d5-ad13-000244141872&sid=2c27e8c7-b8c8-41a0-9df0-
199b99dc80c0&utm_source=brief 
For additional information, please visit www.ropesgray.com 
 
Job Summary 
Date Posted: 
3/19/14 
Location: 
Boston, MA; San Francisco, CA; Silicon Valley, CA, MA 
Years Experience: 
3-5 

Corporate Life Sciences Lawyer (3-5 years exp) 
Ropes & Gray LLP 
Job Description 
Ropes & Gray is currently seeking a mid-level associate in Boston, San Francisco or Silicon Valley to join 
its Corporate Life Sciences Group. The ideal candidate a will have: 
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 3-5 years of capital markets, corporate governance, and mergers & acquisitions experience 
 Experience in venture capital and representing clients in the life sciences industry, including 

pharmaceutical companies, biotechnology companies, medical device manufacturers and research 
institutions is a plus.  

 JD from a reputable law school 
Ropes & Gray is a leading global law firm with offices in Boston, Chicago, Hong Kong, London, New York, 
San Francisco, Seoul, Shanghai, Silicon Valley, Tokyo, and Washington, DC. For additional information, 
please visit www.ropesgray.com. 
**********************************************************************
********** 
Robin C. Stracey  
Apex Life Science Advisors LLC 
Retained Executive Support for Life and Health Science Companies  
 
EMail: robinstracey@alumni.gsb.stanford.edu  or robinstracey@apexlsa.com  
Cell: 408-203-1973     
Opportunity for a commercial head for Americas and APAC 
A client company of mine will very soon be looking to hire a commercial head for the 
Americas/Asia Pacific region for one of its Divisions. The Company is a $300MM Private 
Equity backed leader in life sciences, and the Division concerned (Genomics) has 
particular strength in the AgBio arena. Though the company is based in the Boston Area, 
and supervision of a lab operation and office personnel in the Boston area will be part of 
the new hire’s responsibility, a relocation is not required as long as the new hire is 
comfortable with frequent and extensive travel. The ideal candidate will be a strong 
commercial leader on a fast track to General Management with experience in a fast 
paced environment. The Genomics Division has come together through a series of 
acquisitions and is in the late stages of completing full integration. The Division is about 
$50 Million in size with significant growth – and further acquisitions – expected in the 
Americas. The role will report in to the Divisional head located in the UK and is pegged 
at around $250k plus equity. 
If any of you have contacts that you feel may have an interest, please let me know or 
refer them to me. 
 
 
 
 
 
For more information about this job and several others that are available, or to apply, 
you need to go to: http://www.ultragenyx.com/index.php?ht=d/ContentDir/pid/289 
 
 
Ultragenyx (in Novato) has several fulltime positions available - they are hiring to 
support 5 drug programs! 
The general discription for the Manager/Sr. Manager of Regulatory Affairs position is 
below. 
 
 
 
Manager/Sr. Manager, Regulatory Affairs  

Preferred Degree: Bachelors  
Job Type: Full Time  
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Experience (Years): 6-8  
Job Category: Regulatory Affairs 

Created: 03-May-2013 12:11 
Job Description 
The Manager, Regulatory Affairs will be responsible for managing all regulatory aspects (nonclinical, clinical, CMC) of a 
substrate replacement therapy program with multiple indications. The responsibilities include working closely with 
functional areas and project teams to support product development and approval.   The individual must possess a 
thorough knowledge of global rules, regulations, and guidances governing drugs and biologics in all phases of 
development. Strong communication and management skills are required. The position level is dependent on 
experience and qualifications. 
 
********************************************************************************
********************************************** 
Job Summary 
Date Posted: 
3/14/14 
Location: 
Foster City, CA 

 
 
Counsel II, Legal (Anti-corruption) 
Gilead Sciences Inc 
Job Description 
 
Specific Responsibilities: 
This position will report to the director of Gilead’s anti-corruption program within Commercial Legal. The 
individual will help implement an effective cross functional anti-corruption program at Gilead Sciences. The 
individual will help develop and carry out policies and procedures; provide business conduct and 
compliance support to Gilead’s Access Operations and Emerging Markets (Gilead’s program to increase 
access to medicines and healthcare in low- and middle-income countries); assess and act upon issues 
identified during due diligence processes; assist in implementing training and communication plans; and 
contribute to monitoring, auditing and enforcement activities to ensure consistent application of Company 
policies. The individual will work in close coordination with colleagues in Legal, Business Conduct, Internal 
Audit, Finance, and other departments to complement existing compliance activities. 
Essential Duties and Job Functions: 
• Participate in implementation of the Company’s anti-corruption program, including assessment and 
appropriate follow-up on issues identified during due diligence processes relating to engagement of third 
parties; 
• Work collaboratively with other functional groups and relevant stakeholders to advance the Company’s 
anti-corruption program; 
• Provide input on development and maintenance of anti-corruption-related policies;  
• Provide business conduct and compliance support to Access Operations & Emerging Markets, including 
development and refinement of policies and procedures;  
• Help develop and deliver training for employees and agents; 
• Assist in providing day-to-day guidance, support and problem solving; 
• Participate in monitoring and reporting framework for key activities to assess the effectiveness of the 
program; analyze and monitor results to identify trends and recommend program improvements; 
• Participate in cross functional audits of affiliates and third party agents and assist in implementation of 
corrective actions; 
• Coordinate with other colleagues in Legal, Business Conduct, Internal Audit, and client departments on 
an international basis to ensure efficient and effective implementation of program; 
• Assist in monitoring external environment and recommend improvements to the company’s anti-
corruption program based on identified industry best practices. 
• International travel required 
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Knowledge, Experience and Skills: 
• Requires a Juris Doctorate or equivalent advanced degree 
• Bar admission 
• 6+ years of prior industry or law firm experience providing legal counsel relating to drugs, devices, or 
food products. Experience in biotechnology or pharmaceutical industries preferred. 
• Proven regulatory/pharmaceutical compliance experience with ability to analyze and interpret sales and 
marketing laws and regulations, and effect related organizational changes to ensure alignment. 
• Demonstrated leadership and project management in enterprise-wide projects 
• Ability to present complex information in an accurate and persuasive manner to all levels of 
management  
• Experience in fraud & abuse laws preferred (e.g., Foreign Corrupt Practices Act; UK Anti-Bribery Statute; 
Anti-Kickback Statute) 
 
Skills: 
 
• Strong project management, communication and interpersonal skills. Substantial knowledge of specific 
areas of law and business and ability to independently and effectively apply this knowledge to the relevant 
areas of responsibility to counsel members of the senior Legal team and senior managers in other 
departments; 
• Responsible for identifying and analyzing risk associated with complex problems within area of 
responsibility; 
• Must be a team player who can easily handle shifting priorities, multi-tasking in a deadline oriented 
environment; 
• Must be motivated and willing to take initiative; 
• Must have excellent written and verbal communication skills 
• A Counsel II must demonstrate good judgment in their area of responsibility. Part of this judgment is 
demonstrated by how s/he reasons through issues and identifies those issues where the judgment of a 
more senior attorney may be required before moving forward. 
 
 
************************************************************************* 

Jobs That Crossed My Desk Through March 16, 2014 
******************************************************************* 
 
Newest Jobs at JGB BioPharma Consulting- Week of 3/17/14 
To apply for a position send your resume to Jobs@JGBBioPharma.com 
Clinical Research Associate – Full Time Position (San Francisco/Peninsula/ South Bay, East Bay or Marin 
Area) XB128G 
DESCRIPTION: 
Overview:  
Ensure timely conduct of clinical studies according to protocols, Good Clinical Practice, Standard Operating 
Procedures and all applicable regulations governing the conduct of clinical trials. Position reports to 
Associate Director, Clinical Operations. 
 
Responsibilities: 
 In conjunction with Associate Director, coordinate activities of clinical trial sites. 
 Attend Site Qualification Visits to assess investigator’s staff and facilities. 
 Contribute to study design and initiate planning for global programs (Protocol Amendments and ICF 

template revisions; Case Report form design and review; Patient instruction cards, and other study 
materials). 

 Assist in the preparation and review of supportive study documents and study plans (Monitoring 
Plan, Lab Manuals, Project Plans, IWRS, CRF Guidelines). 

 Ensure all local regulatory approvals are in place for conduct of trial. 
 Conduct study initiation visits, including training of on-site personnel in all aspects of study 

requirements. 
 Conduct monitoring visits to the sites at intervals specified in monitoring plan. 
 Assist in auditing of clinical trial data for accuracy and consistency and arrange correction of errors 

as appropriate. 
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 Identify, assess and implement appropriate activities to ensure trial progress. 
 Coordinate supplies for specimen collection and shipment of samples for assays. 
 Monitor supply of investigational and comparator drug supply throughout the trial. 
 Assist with product accountability at site and take appropriate action to resolve discrepancies. 
 Report adverse events per protocol and Standard Operating Procedures. 
 Conduct study close-out visits. 
 Document all trial information with adherence to applicable guidelines and Standard Operating 

Procedures. 
 Remain current with study data. 
 Maintain high level of familiarity with clinical literature of study area. 
 
EXPERIENCE AND QUALIFICATIONS: 
 Preferred knowledge of FDA regulatory requirements and medical practice/techniques and 

terminology. 
 Ability to work within a team. 
 Excellent communication and interpersonal skills. 
 Attention to detail and highly organized. 
 25% travel. 
 BA/BS in Life Science or related discipline. 
 2-5 years of experience in clinical study coordination. 
 
Associate Director / Sr. Project Manager – Full Time Position (San Francisco Bay Area) BY127G 
DESCRIPTION: 
Description: 
Oversee, organize and shape commercial and development programs to ensure that all milestone 
requirements are met per agreed upon project specifications, costs, resources and on time and working 
with team, offers creative solutions to mitigate risk and solve problems. Sets agenda and chairs recurring 
program management cross functional meetings, ensures effective cross functional communications are 
achieved with all team members. The Project Manager highlights risks, timeline delays and other issues to 
Senior Management. 
 
Responsibilities 
 Oversees program plan development, tracks and updates milestones and key activity streams that 

enable the cross-functional project teams to meet objectives. 
 With team members and in accordance with corporate objectives, facilitate the setting of program 

objectives, key milestones and scope. 
 Develops detailed project plans including milestones, timelines, develop proactive corrective action 

plans for resolution of problems or issues, anticipation of problems, and facilitation of scope 
management. 

 Leads team meetings and ensures that clear actions and decisions are documented, communicated 
and committed to, enabling timeline achievement. 

 Minimizes extraneous information and reduces non-essential communications. 
 Is central point of contact for program management. 
 Anticipates project challenges and risk scenarios and prepares/leads and executes proactive 

mitigation strategies. 
 Utilizes project metrics and ensures personnel understand status and critical attention areas. 
 Builds strong working relationships across departments, with key stakeholders, and Senior 

Management to ensure transparency and to facilitate communication. 
 
EXPERIENCE AND QUALIFICATIONS: 
 Direct experience managing development timelines and budgets from development through 

commercial launch. 
 Demonstrated competency in managing multiple projects in different phases, and in different 

regions. 
 Ability to work independently as well as part of a multi-functional program team. 
 Must be willing and able to travel on a periodic basis, up to 20%, 
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 Must be well versed in project management tools and must possess knowledge of related 
disciplines. 

 Computer proficiency in Microsoft Word, MS Project, Excel, and Outlook. 
 Bachelor’s degree in a biological science is preferred. 
 5+ years’ of pharmaceutical industry experience with at least 3 years of hands-on experience as a 

drug development program manager responsible for program management.  
 Prior international, global and commercial experience preferred. 
 
Manager/Sr. Manager, Clinical Contracts and Outsourcing – Full Time Position (San Francisco Bay Area) 
RY111J 
DESCRIPTION: 
 Partner with legal and finance to write, review, amend, negotiate and close contracts 
 Ensure contracts are fair, equitable and enforceable 
 Keep accurate records, meet report deadlines and document significant events 
 Build and develop strong relationships with vendors 
 Prepare RFP, RFI and contract templates 
 Develop and maintain vendor selection documentation and processes 
 Review contract obligations in conjunction with Project management and Clinical Operations staff 
 Notify vendors/partners/subcontractors formally where issues/special circumstances or breaches of 

contract have taken place 
 Assist and work with senior management on special projects 
 Monitor vendor progress and performance to ensure goods and services 
 Conform to the contract requirements 
 Authorize payments consistent with the contract terms 
 Resolve disputes in a timely manner 
 Prepare and conduct project kick-off meetings, including delivering detailed briefing to the project 

and accounting teams 
 
EXPERIENCE AND QUALIFICATIONS: 
 Expertise in large, multi-site, clinical trials with multiple vendor types is required. 
 Experience working departments that have established processes in place. 
 Direct experience vetting and negotiating with vendors is a must. 
 Good understanding of the clinical process is important. 
 Budgeting experience 
 Demonstrated capability of managing multiple external vendors for multiple clinical trials 

simultaneously. 
 Demonstrated leadership qualities, and strong influencing skills. 
 Management experience would be a plus. 
 Knowledge of applicable regulatory and ICH guidance regarding clinical research and GCP. 
 Demonstrated ability to multi-task, prioritize, and independently solve problems in a rapidly 

changing environment. 
 A strategic thinker who can efficiently utilize company resources and expertise to extract optimal 

vendor performance. 
 A strong person with the interpersonal skills and credibility, both internally and externally, to 

successfully negotiate contracts 
 An excellent communicator, both written and verbal, with the ability to train and present data, 

complex protocol designs etc., and influence internal and external colleagues as required. 
 Excellent organizational skills and attention to detail. 
 An innovative, driven and effective person with a “can do” attitude. 
 A goal-oriented person who can plan for the long-term and execute stated objectives. 
 A flexible individual who can operate comfortably in a rapidly changing and sometimes ambiguous 

environment. 
 Minimum of a BS degree with clinical contracts experience, global experience a plus.  
 Experience in clinical finance, business development, or clinical operations would also be 

considered. 
 
Associate Director/Director, Epidemiology – Full Time Position (San Francisco Bay Area) AR114F 
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DESCRIPTION: 
Provide support with expertise in epidemiology, disease and drug registry, and risk management to drug 
safety and pharmacovigilance, medical affairs and clinical science teams that are developing 
investigational drugs or marketed products.  Duties include design and analysis of observational studies, 
registries and post-marketing surveillance and identification of opportunities for population-based disease 
understanding, safety signal detection, pharmacovigilance, and risk management activities. Interact 
directly with drug development, medical affairs and post-market program teams to provide deliverables, 
progress the program, and meet regulatory requirements. 
 
Job Responsibilities: 
 Working as the epidemiology expert for epidemiology within DSP, the person in this position leads 

epidemiology project activities 
 Provides epidemiology expertise and experience for drug development and marketed products 
 Collaborates with development teams on clinical trial design, safety analysis plans, and the 

evaluation of safety signals 
 Collaborates with Medical Affairs on disease registries initiatives.  Advise on design of study to 

gather targeted disease state information and to address population based questions 
 Investigates safety issues related to development projects and marketed drugs 
 Evaluates databases of health insurance claims and/or electronic health/medical records for the 

feasibility of epidemiologic studies and/or safety surveillance in addressing questions related to drug 
safety, disease prevalence, risk, and drug utilization and improve company’s knowledge on advanced 
epidemiologic know how and methodologies. 

 Recommends study design solutions and works with internal or external stakeholders to conduct 
studies to address compound/drug- specific issues. 

 Collaborates with development teams on clinical trial design, safety analysis plans, and the 
evaluation of safety signals. 

 Contribute to risk management plans (including REMS) and direct responsibility for executing 
studies defined as plan deliverables (e.g., registries, drug utilization studies, other observational 
studies, post marketing safety requirements) and evaluating the effectiveness of the plans. 

 Interact with company management, internal and external key opinion leaders, and regulators as 
appropriate to successfully conduct epidemiology studies, signal detection and data mining, and risk 
management. 

 Maintain smooth communication and good relationship with the key stakeholders, Medical Affairs, 
and Regulatory Affairs to fulfill the needs of development program and the regulatory post-
authorization requirements/commitments. 

 
EXPERIENCE AND QUALIFICATIONS: 
 Significant and demonstrable working knowledge of pharmacovigilance regulations and guidelines, 

including US, ICH and EU regulations.  
 Demonstrates effective leadership and management skills, including ability to lead and manage a 

multidisciplinary team of physicians and scientists (including line managers) and ability to navigate 
joint decisions with business partnerships. 

 Strong organizational, management, teamwork, and interpersonal skills and professionalism 
required. 

 Excellent clinical judgment and ability to communicate complex clinical issues in a scientifically 
sound and understandable way. 

 Able to lead meetings, present orally and interact with external bodies 
 Able to work effectively and influence across cultures and functions 
 Proven problem-solving skills and able to work independently 
 Able to manage multiple projects simultaneously and has excellent time management skills 
 Astute observational and analytical skills with a sense of urgency 
 Creative and innovative thinking 
 Able to contribute to strategic decision-making and high-level thinking 
 MPH, PhD in Epidemiology, or Equivalent 
 At least 7 years experience in the health science-related industry with direct exposure to clinical, 

regulatory or pharmacovigilance functions, including, 5 years epidemiology/pharmacovigilance 
experience.   

 Management or team leadership experience essential. 
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IVD Systems & Verification Engineer – Full Time Position (San Francisco Bay Area) B118HZ 
DESCRIPTION: 
 Work closely with marketing to develop product requirements.  
 Work closely with other senior technical staff to identify the key technical challenges to meeting 

said requirements, and develop system architectures for IVD products.   
 Improve on the process for system and sub-system verification, including test automation and 

traceability to requirements, specifications and risk. Partake in verification and validation testing as 
needed. These responsibilities also apply to integration testing.  

 Perform system level modeling to determine power consumption, throughput/speed, cost, etc.,  for 
complex IVD products. 

 Perform risk analysis, compliant to relevant international standards, for products in development.   
 Some lab work with blood based in vitro diagnostics.  
 Support activities and processes in compliance with applicable international standards and FDA 

guidelines. 
 
EXPERIENCE AND QUALIFICATIONS: 
 Travel requirements: up to 10%.  
 Experience with Regulatory requirements for IVD products 
 Experience with SysML and/or UML, Fluidic and electromechanical systems   
 Experience with MATLAB/Simulink 
 Experience with Code development in one or more of the following: C#, C, Python 
 Experience with DOE, Statistics, and associated tools 
 Good written and oral communication skills are a must. 
 At least eight years overall engineering experience, with at least five years in the medical device or 

diagnostics industry, or other highly regulated industry (e.g., aerospace, automotive), including one or 
more successful product launch. 

 Direct experience in test automation, and generally improving the process of verification. 
 Direct experience solving complex system engineering issues, including the interaction of the 

instrument, assay and consumables, and user. 
 Direct experience working with marketing in the product definition stage, and continuing to the 

successful verification and validation of a product. 
 BS in Electrical, Mechanical, or Biomedical Engineering. M.S. or Ph.D. is preferred. 
 
Supply Chain Manager – Contract (San Francisco/Peninsula/ South Bay, East Bay or Marin Area) T82BL 
DESCRIPTION: 
Overview: 
Responsible for supporting all clinical supply chain activities. Primary duties will include but the oversight 
of clinical supply CMOs including packaging, labeling  and distribution of IP (investigational product), 
preparation of label texts and specifications, review of packaging specifications and distribution 
instructions, submitting and tracking  drug orders, coordinating with clinical operations staff, reviewing 
and processing temperature data, coordinating domestic and international shipments, tracking and 
maintaining inventories according to supply plans and study requirements, and document management. 
 
The incumbent will work on a wide range of diverse to complex problems in which analysis of data and/or 
situations requires an in-depth evaluation of identifiable factors. This position will exercise judgment 
within broadly defined practices and policies in selecting methods, techniques and evaluation criteria for 
obtaining solutions.  
 
Responsibilities: 
 Under minimal supervision, manage and execute against drug supply plans in support of clinical 

programs 
 Coordinate labeling packaging and shipment of packaged supplies: preparation and review of labels 

proofs and Specifications, preparation and review of Product Packaging Specifications, and preparation 
and review of Study Distribution Instructions and return Instructions. 

 Requires project management skills including time line generation, action tracking, meeting 
facilitation, effective communication skills and good documentation practices.  
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 Develop effective relationships with partners across a wide range of staff levels. 
 Develop effective relationships with internal and external partners in supply chain. 
 Assess issues with regards to study design, supply availability and timeline. 
 Promptly identify and escalate risks to study supply to all key stakeholders and internal 

management. 
 Represent GTO (Global Technical Operations) Clinical Supply Chain in cross-functional clinical study 

meetings  
 Work closely with Clinical Supply Chain management to participate in the building and maintenance 

of clinical study supply plans: 
 Strategize with study managers and review study protocols to determine appropriate packaging 

configurations, blinding techniques, and optimal distribution plans. 
 Determine distribution strategies for clinical studies. 
 Participate in planning meetings to ensure that project needs, priorities and timing are understood. 
 
EXPERIENCE AND QUALIFICATIONS: 
 Strong understanding of clinical trial design, execution and impact of IP (investigational product) 

supply.  
 Proven experience working either in house or with clinical supply CMOs on the execution of 

packaging, labeling and distribution of IP.  
 Strong knowledge and understanding of GMP and/or GCP 
 Experience or familiarity with IXRS and managing the forecasting planning of clinical drug supply 

needs considered a plus. 
 Self-directed with the proven ability to work autonomously. 
 Must possess the ability and desire for problem solving and decision making in a cross-functional 

team setting. 
 High attention to detail, excellent organizational skills and the ability to work on multiple projects 

with tight deadlines.  
 Solid interpersonal and communications skills and the ability to deal effectively with a variety of 

personnel both internally and outside the company.  
 Proficient in MS-Office (Excel, Word, PowerPoint, Outlook).   
 Knowledge of Microsoft Visio and Project considered a plus. 
 Flexible, high level of integrity, action and goal-oriented. Balances process and theory with 

practical application and good judgment. Enjoys a fast-paced, team-oriented, and collaborative 
environment. 

 Bachelor of Science in life sciences is preferred. Work experience may be substituted for 
education.  

 Minimum 4 years in life science industry related experience including Project Management, 
Pharmaceutical Development, Clinical Supply Management, and/or Clinical Trails Coordination. 

 At least 2 years direct experience in clinical supplies environment 
 Experience in clinical trial supplies required 
 
Senior Manager, Clinical GCP Document Control – Full Time Position (San Francisco Bay Area) MT114R 
DESCRIPTION: 
This position reports to the Clinical Operations department and has overall responsibility for developing, 
implementing, managing and maintaining Clinical Trial Master File (CTMF) systems according to FDA GCP 
requirements, ICH GCP requirements and typical pharmaceutical and biotech industry practices. 
  
Key Accountabilities/Core Job Responsibilities: 
 
 Develops and oversees CTMF document control policies, procedures, processes and systems in 

accordance with all applicable regulatory requirements and established  procedures and policies. 
 Develops document management systems to meet the needs of the Clinical Development 

department, including paper-based CTMF storage and maintenance systems, as well as electronic 
CTMF systems (eCTMF). 

 Develops, implements and maintains CTMFs for all clinical trials. 
 Interacts with Clinical Development department staff and relevant cross-functional departments to 

establish priorities and deadlines for processing and filing of CTMF required documents. 
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 Ensures all required CTMF documents are filed, tracked, maintained, and archived in accordance 
with regulatory requirements and  procedures and processes. 

 Manages and controls the paper-based CTMF storage room and its contents. 
 Manages and controls the eCTMF storage and maintenance systems. 
 Creates systems to ensure that CTMF documents are filed correctly, easily retrievable, and 

maintained in accordance with all applicable regulatory requirements and  procedures and processes. 
 Develops and manages the archiving systems and retrieval of archived CTMF documents. 
 Functions as the Subject Matter Expert for CTMF document management systems and processes 

within 
 Provides CTMF support and guidance for internal and external CTMF audits. 
 Provides CTMF support and guidance for US and Ex-US regulatory authority inspections. 
 
EXPERIENCE AND QUALIFICATIONS: 
 Excellent working knowledge of current paper-based CTMF systems and standards and GCPs. 
 Excellent working knowledge of current electronic CTMF systems and standards. 
 Ability to analyze and reconcile complex issues independently. 
 Ability to independently and effectively manage assigned task and projects. 
 Ability to lead and manage CTMF support personnel. 
 Ability to develop or update Standard Operating Procedures and Work Instructions. 
 Excellent verbal and written communication and interpersonal skills. 
 Must be an individual with proven initiative and demonstrated ability in a fast paced environment 
 Established experience and knowledge of general CTMF systems and standards. 
 Established experience and knowledge of paper-based document CTMF systems. 
 Established experience and knowledge of electronic CTMF systems. 
 Established experience providing CTMF support for US and Ex-US regulatory authority inspections 
 Demonstrated knowledge of US and Ex-US regulatory authority CTMF requirements. 
 Proficient in creation of document tracking systems and use of Adobe Acrobat and MS Office Suite. 
 Established experience with design, development and implementation of a paper-based CTMF 

storage room. 
 Established experience with identification, selection, implementation and maintenance of an 

electronic CTMF system. 
 Established understanding and experience with Web-based applications for controlled document 

indexing, tracking and viewing. 
 Must have Bachelor’s Degree or equivalent with a minimum of 8 years of relevant pharmaceutical 

or biotech CTMF development and management experience, or equivalent experience. 
 
Clinical Trial Manager / Sr Clinical Trial Manager – Full Time Position (San Francisco Bay Area) RF117Q 
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 and line listing data review 
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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 
 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 
 
Medical Director – Full Time Position (San Francisco Bay Area) R125FW 
DESCRIPTION: 
 Serves as the Clinical Research representative on project teams to provide the clinical expertise 

and input for IND submissions. 
 Provides strategic and operational leadership to the direction, planning, execution and 

interpretation of clinical programs and data collection to meet corporate timelines. 
 Responsible for the medical input required to design, plan, initiate, monitor and complete clinical 

trials of a Phase 1b compound.  Some responsibility for a Phase 2 trial as well. 
 Responsible for writing protocols, Investigator Brochures, and regulatory documents. 
 Reviews individual clinical trial designs and protocols, and final clinical study reports. 
 Responsible for establishing communications with prominent clinical investigators; serve as the 

point person for Investigator meetings and Clinical Advisory Board meetings. 
 Oversees interactions with local and central institutional review boards. 
 Oversees the processing of serious adverse events and approves coding activities. 
 Generates safety reports including annual reports for regulatory submission. 
 Oversees interactions with study sites. 
 Provides input on clinical sections in regulatory submissions, responses to FDA requests and pre-

meeting packages. 
 Collaborates in planning for meetings with FDA 
 
EXPERIENCE AND QUALIFICATIONS: 
 Good knowledge of FDA, GCP, GLP, and ICH guidelines/regulations.   
 Specialty training in internal medicine; subspecialty training in rheumatology or inflammation 

related diseases a plus. 
 Strong medical/scientific written and verbal communication/presentation skills and investigative 

techniques.    
 Strong problem solving skills, exceptional interpersonal skills with demonstrated successful team 

participation and management of clinical staff. 
 Experience supervising Clinical Trial Manager(s). 
 5-10 years of relevant clinical experience in the biotech/pharmaceutical industry, with at least 5 

years experience in drug development/medical affairs.   
 Regulatory authority interaction experience a plus.   
 Experience managing CROs a plus. 
 A Bachelors degree in a relevant scientific discipline and an MD. 
**************************************************************************** 
 
Don’t forget to do job searches of interest to you in BIO.org website and Glassdoor.com. Be sure to check 
Bio2DeviceGroup.org as well. You must be member for latter organization. 

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

 
Jobs That Crossed My Desk Through March 9, 2014 

********************************************************************************** 
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If qualified and interested, please contact: 
 
Thomas H. Callaway, M.D. 
President 
Life Science Partner, Inc. 
1230 Peachtree Street, N.E., Suite 3875 
Atlanta, GA 30309 
404-920-2051 direct  
404-229-0167 cell 
404-920-2054  fax 
tom@lifesciencepartner.com 
www.lifesciencepartner.com 
 
 
Allergan Director, Clinical Lead, Neurology: 
  
The Clinical Lead at Allergan leads a cross-functional Clinical Team and is accountable to the Global Project 
Team for developing and delivering the Clinical Strategy and Clinical Development Plan (CDP)  for drugs in 
development for adult and pediatric spasticity.  The Clinical Lead will have frequent internal contact with 
the Clinical Scientist, Biostatistics Group, Safety Physicians, Global Development Operations Lead, Clinical 
Study Managers, Associate Clinical Scientist, Data Management, Clinical Pharmacologist, 
Pharmacokinetics, Regulatory Affairs, Project Management, Strategic Marketing, and Medical Affairs.  The 
ideal candidate has at least 8 years of experience in the pharmaceutical industry in a developmental 
function and at least 3 years of experience as a team leader of a cross-functional development team/sub-
team in a global development organization. 
  
 
*************************************************************************** 
 
Regulatory Affairs Sr Manager - CMC and Biosimilars 

Job ID: 16609908 

Position Title: Regulatory Affairs Sr Manager - CMC and 
Biosimilars 

Company 
Name: Amgen 

Industry: Biotechnology 

Job Function: Regulatory Affairs Professional 

Location(s): Thousand Oaks, California, 91358, United 
States   

 

Posted: February 20, 2014 

Entry Level: No 

Job Type: Full-Time 

Job Duration: Indefinite 

Min 
Education: 

H.S. 
Diploma/Equivalent 

 

APPLY FOR THIS JOB 
Apply URL: http://www.amgen.com/careers 

Job Description    
 

Amgen, a biotechnology pioneer, discovers, develops and delivers innovative human therapeutics. Our 
medicines have helped millions of patients in the fight against cancer, kidney disease, rheumatoid arthritis 
and other serious illnesses. With a deep and broad pipeline of potential new medicines, we continue to 
advance science and serve patients. 
Job Summary: 
-To support the regulatory, safety and product development needs of the Amgen Biosimilars Operating 
Unit through detailed development and implementation of global regulatory strategies, submissions, and 
plans 
- Coordination of global regulatory CMC activities relevant to the successful execution and implementation 
of biosimilar CMC regulatory strategies and plan 
- Development of CMC and analytical dossiers required for registration of biosimilar products  
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- Management of long term CMC planning and regulatory CMC submissions for licensed products  
 
Key Activities: 
 
Regulatory Strategy and Filing  
- Provide expertise in the development, communication, and implementation of global CMC regulatory 
strategies in support of Biosimilars Operating Unit’s goals and product portfolio execution  
- Ensure regulatory documents (including analytical similarity packages and quality sections for briefing 
books, CTAs, MAs, annual reports, manufacturing amendments, and other documents as required) are 
developed with high quality and delivered in a timely manner  
- Lead cross-functional teams in development and submission of Quality documents, including responses 
to questions from regulatory authorities  
- Maintain product licenses per regulatory requirements and updated according to long-term plans  
- Support development and execution of clinical and non-clinical plans  
- Develop and deliver analytical similarity packages that meet biosimilar regulatory requirements, as 
directed by the RA CMC Lead  
- Deliver CMC information for submissions (including Module 3, analytical similarity assessments)  
- Prepare for and participate in CMC-related agency interactions  
- Represent RA CMC on the TOST and TOET  
- Provide CMC functional support for Amgen Biosimilars Operating Unit  
- Collaborate with other GRAAS functions on biosimilar issues, (eg, CMC, Regulatory Operations, Devices)  
- Comply with critical GRAAS CMC processes 
 
Regulatory Intelligence  
- Monitor, assess and implement regional CMC regulatory requirements  
- Review and assess CMC impact of health authority decisions for competitive products  
- Generate and communicate CMC intelligence to the Amgen Biosimilars Operating Unit 
 
Collaboration  
- Participate in vendor oversight and management for regulatory CMC operations, as required  
- Provide regulatory risk assessment to the GRAAS Biosimilars function and to CMC filing teams  
- Identify process needs to meet internal challenges  
- Escalate CMC issues, progress, and metrics to the GRAAS Biosimilars function  
- Represent Biosimilars Regulatory Affairs CMC on committees, as necessary 
Amgen's outstanding compensation package features comprehensive benefits. To learn more about this 
opportunity and to apply, please visit us online at www.amgen.com/careers and search job 
#22997BR. 
Amgen is an Equal Opportunity/Affirmative Action employer and will consider all qualified applicants for 
employment without regard to race, color, religion, sex, national origin, protected veteran status, or 
disability status. 
Preferred Qualifications: 
-Knowledge of CMC regulatory requirements for biotech products 
-Experience of the preparation and submission of new marketing applications  
- Ability to understand and communicate scientific information  
- Ability to anticipate and prevent potential issues  
- Ability to communicate regulatory requirements to ensure expectations are understood  
- Industry experience in manufacture, testing (QC/QA), or distribution  
- Global regulatory CMC knowledge and experience  
- Working with policies, procedures and SOPs  
- Experience in analytical similarity or comparability assessments and development of associated packages 
Basic Qualifications: 
- Doctorate degree & 2 years of Regulatory experience  
OR  
- Master’s degree & 6 years of Regulatory experience  
OR  
- Bachelor’s degree & 8 years of Regulatory experience  
OR  
- Associate’s degree & 10 years of Regulatory experience  
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OR  
- High school diploma / GED & 12 years of Regulatory experience 

- See more at: http://jobs.bio.org/jobseeker/job/16609908#sthash.mapq3DBe.dpuf 
 

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

Other Information for Those in Transition 
 
************************************************************************* 
*********************************************************************** 
4 Expert Tips on Writing a Resume for Biotech Industry, Nov 25, 2013 by Clinovo  
Read at http://blog.clinovo.com/4-expert-tips-on-writing-a-resume-for-the-biotech-industry/ 
 
 
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.  
***************************************************************** 
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_2012.pdf 
 
See Beyond Borders Matters of Evidence 2013 biotechnology report at 
http://www.ey.com/Publication/vwLUAssets/Beyond_borders/$FILE/Beyond_borders.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.  
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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 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.  
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5.       Errors in Your Resume. If you're seeking a new job or contract assignment, your resume should be 
flawless. That is, it should have no typos, misspellings, incorrect grammar, or other writing errors. If you 
want to open the door to a job interview, show the reader that you are careful about your writing. As a 
medical writer, the writing that appears in your resume will be the first writing sample an employer sees. 
Be sure that it will stand up to scrutiny. 
  
6.       Resume as Living Document. Ensure that your resume is always current and well crafted; it should 
be a living document. Update it every time you have new material to add to it. Again, the resume's 
purpose is to get your foot in the door for an interview. If you don't keep your resume current, you may 
miss a chance to include vital information, especially if you need it on short notice. For this reason, you 
should always be ready to send your resume to recruiters or employers on a moment's notice. 
  
The remaining points in this article address issues within your resume's sections: 
 
7.       Summary. At the start of your resume, include a short (usually 1 to 2 paragraphs) thumbnail 
summary of your work experience and academic background. It's also appropriate to have a statement 
that tells the reader what 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 background in biomedical research. Since 1995, she 
has directed medical writers at five life-science companies, including her company, Biotech Ink, LLC. Her 
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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. 
************************************************************************ 
4 Expert Tips on Writing a Resume for Biotech Industry, Nov 25, 2013 by Clinovo  
Read at http://blog.clinovo.com/4-expert-tips-on-writing-a-resume-for-the-biotech-industry/ 
 
 
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 
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. 
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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/ 
 
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 
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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. 
************************************************************************* 
 
 
 


