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1. Acceleron Pharma Jobs:

Founded in 2003, Acceleron Pharma, Inc. is a biopharmaceutical company developing therapeutics for musculoskeletal, metabolic and cancer-related diseases. In the complex and rapidly evolving field of drug discovery and development, the depth of the team and the way the team members work together are two of the most critical success factors. We have a unique culture, team, and approach that is rapidly translating our ideas and assets into drugs that will make a significant difference in patients' lives.

Acceleron has raised over $85M in venture financing including $31M from our Series C financing in October 2007.  We have assembled a strong management and scientific team comprised of established leaders with significant biotechnology and pharmaceutical industry experience. We are seeking talented and passionate individuals who thrive in a dynamic, fast-paced, team-oriented and collaborative environment to be part of our success.

a. Toxicologist

Position Overview:

Responsible for evaluating the toxicology and toxicokinetics of biotherapeutic compounds in various stages of preclinical research and development. 

Job Responsibilities:  

This individual will engage CROs and/or internal resources for conduct of GLP compliant single and repeat dose toxicity, safety pharmacology, DART, and investigative toxicology studies.

Specific responsibilities will include management of study timing to ensure achievement of program goals, coordination of protocol development and review processes, study placement; interpretation and internal presentation of emerging study data; coordination of review, editing and finalization processes for study reports; assistance in preparation of the pharmacology/toxicology sections for annual reports, IBs, INDs, and participation in the generation of written responses to inquiries received from regulatory agencies.  

Basic Qualifications:

· PhD in Toxicology, Pharmacology or Doctorate in Veterinary Medicine.  DABT certification is preferred
· A minimum of 5-years of relevant industry experience (in pharmaceutical, biotechnology, contract research organizations)

· Working knowledge of good laboratory practice (GLP) regulations and federal and global regulatory (FDA, ICH, OECD, etc.) guidances and guidelines.

· Experience filing INDs and other regulatory submissions, communicating with regulatory authorities


FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
b. Scientific Writer

Position Overview:

This individual will be responsible for working closely with Research members to develop manuscripts and technical documents, review articles for peer-reviewed journals, and quality checks of documents written by department members. Other responsibilities may include providing assistance with formatting, writing, editing, and coordination of complex integrated non-clinical research documents including INDs, BLAs, responses to questions from regulatory agencies and technical documents for CMC & Manufacturing.

Required Skills

The individual must:

· Have excellent communication & interpersonal skills and be self-motivated 

· Be detail oriented 

· Have ability to write a wide variety of different kinds of pieces under very tight deadlines 

· Collaborate with team members from a variety of specialties. 

Required Experience

Job requirements are as follows:

· Proven experience in biotech/pharmaceutical industry, with at least 4 years experience as a scientific writer. 

· Candidate must have an understanding of research activities, including cell biology, pharmacology, and toxicology. 

· Strong understanding of drug development and background in biologics is desirable. 

· Experience preparing INDs, NDAs, and/or BLAs is desirable. Knowledge of FDA regulatory guidelines is also preferred. 

· Incumbent must have strong written and verbal communication skills and the ability to work independently. 

· Candidate must be able to work in a cross-functional team environment, with the ability to progress multiple projects simultaneously. 

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
c. Research Associate, Protein Purification

Position Overview:

We have an immediate opening for a Research Associate to join the Protein Biochemistry group.  Acceleron Pharma is searching for an enthusiastic research associate to join our Protein Biochemistry group.  Primary responsibilities will include the purification and subsequent characterization of varied proteins. This will include developing novel purification processes as well as using standard methods to purify proteins from the mg to gram scale. Our group also provides biochemistry support and expertise for numerous collaborative projects. The qualified individual should be able to work independently but collaboratively with a varied group of scientists all contributing to the success of our products.

Required Skills

This individual should have extensive experience with protein purification using multiple chromatographic and other techniques. Skills should include SDS-PAGE, Western Blot, biotinylation and other labeling techniques.

Required Experience

The desired candidate will posses a B.S./M.S. in Biochemistry or a related discipline with 2-5 years experience.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
d. Research Associate, Protein Biochemistry

Position Overview:

We have an immediate opening for a Research Associate to join the protein biochemistry group. The primary duties will involve development of novel protein therapeutics and characterization of antibodies using variety of techniques (ELISA, SDS-PAGE, western blot, Biacore, etc). Successful candidate will have an interest and aptitude in learning new technologies. This position involves working on multiple projects concurrently in a fast paced environment. The candidate will need to be able to present data in a variety of team settings, prepare technical documents, work within cross-functional project teams.
Required Skills

Biacore experience is desirable, but not required. Experience in development of immunological assays and antibody characterization is a plus. The candidate is expected to be self-motivated, possess strong problem solving skills and must demonstrate ability to multi-task and to work independently as well as a member of the team.

Required Experience

BS/MS in Biochemistry, Immunology of related discipline with 3+ years of laboratory experience in academic or industrial setting. Candidate should have solid experience in protein biochemistry and methods of protein characterization (HPLC, Western Blots, ELISA).

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
f. Scientist, Formulations 

Position Overview:

We have an immediate opening for a Scientist to join the Protein Biochemistry group.
Required Skills

This individual will be responsible for creating liquid and lyophilized formulations for our protein therapeutics. Responsibilities also include stability studies and analytical characterization of the test formulations. He/She should be highly motivated, able to work in a team environment.

Required Experience

A Ph.D. in Biochemistry or a related discipline with a minimum of 2 years of industrial experience. Must have a strong knowledge of protein product development and protein chemistry. Must be very experienced with standard analytical techniques for determining protein stability, including but not limited to, HPLC, DSC and IEF. .

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
g. Cell Culture- Senior Engineer
Position Overview:

Acceleron is looking for an individual who would be responsible for the optimization the variables for cell culture processes in bioreactors. Working with at least one report and the pilot team, this individual will use shake flasks, 2 and 10L bioreactors to investigate process variables such as media supplements, feeding strategy, inoculum density, temperature, pH, etc. and define the in-process controls for our new high density cell culture processes which will be performed in stirred tank bioreactors up to 1000L. 
Basic Qualifications:
The position requires a PhD in biology or chemical engineering with 1-2 years of experience in cell culture and bioreactor operation or equivalent experience in a process development function. He/She should be highly motivated and able to work independently as well as in a project team environment. The individual will be expected to bring in and test new technology related to cell culture control, cell culture optimization, and cell harvesting.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
h. Senior Scientist, Antibody Technology Group
Position Overview:

We are seeking a highly motivated individual who will be responsible for establishing and leading an Antibody Technology Group. The ideal candidate must have hands on in-depth experience in antibody engineering and characterization of antibodies from phage display. Successful candidate will drive the establishment of affinity maturation technologies as well as antibody fragments reformatting into IgG through mammalian expression route. In-depth knowledge of current antibody literature, homology model and sequence alignment will be a plus. Candidate should be well organized with excellent communication skills and able to manage several projects simultaneously.

Basic Qualifications:
The preferred candidate will have a Ph.D in immunology/ Biochemistry/ molecular biology with more than 5 years of relevant work experience. Successful candidate must have strong background in immunology, molecular biology, recombinant protein expression as well as functional characterization of proteins/ antibodies. Proven track record in antibody engineering technologies and in designing optimized antibodies using homology model and sequence alignment will be an asset. As the size of the group increases, the selected candidate should be able to create an employee empowered work environment that is stimulating and rewarding.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
i. Senior Scientist, Bio-Analytical Development
Position Overview:

We have an immediate opening at a senior staff level for an individual responsible for leading a group of scientists (M.S. and B.S. level) developing immunoassays using various methods in order to measure drug (PK), anti-drug antibodies, drug neutralization, characterization of anti-drug antibodies evaluating drug safety or efficacy. Provides scientific expertise in developing new methodologies, write and review protocols, evaluate data and interface in compliance with regulatory agencies. Identify and Develop new capabilities and resources to meet both present and future needs of the group. Create an employee empowered work environment that is both stimulating and rewarding. 

 

Qualifications:

 Ph.D. in Biochemistry, Immunology or related field. A minimum of 5-7 years of experience in a biopharmaceutical company leading a group developing various immunoassays and interacting with regulatory agencies such as FDA, EMEA. In-depth knowledge of GLPs, SOPs and regulatory guidelines is essential. Candidate must have a proven track record and hands on experience developing various immunoassays detecting drug or drug induced antibodies. Ability to understand heterogeneous data and communicate effectively with management as well as laboratory personnel.

 
FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
j. Research Associate, Antibody Technology
Position Overview:

We are seeking a highly motivated individual to join our research efforts focused on therapeutic antibodies. Your responsibilities will include construction of expression vector for various expression systems, screening of phage libraries, cloning hybridomas and characterization of antibodies using biacore or various cell free or cell based assays, 

Requirements:

BS or M.S. degree in natural sciences with a minimum of 2-5 years of experience in protein expression and characterization, preferably in antibody engineering. Well organized and able to manage several projects simultaneously; strong background in molecular biology, site-directed mutagenesis, recombinant protein or antibody expression, Elisa and SDS Page. Additional expertise in BiaCore and antibody engineering such as humanization of antibodies and/ or affinity maturation would be a distinct advantage.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
k. Director, Bio-Analytical Development

Position Overview:

We have an immediate opening at Director level for an individual responsible for leading a group of scientists (Ph.D, M.S. and B.S. level) developing immunoassays using various methods in order to measure drug (PK), anti-drug antibodies, drug neutralization, characterization of anti-drug antibodies or biomarkers evaluating drug safety or efficacy of a drug.
Job Responsibilities:  

Provides scientific expertise in developing new methodologies, write and review protocols, evaluate data and interface in compliance with regulatory agencies. Identify and Develop new capabilities and resources to meet both present and future needs of the group. Create an employee empowered work environment that is both stimulating and rewarding. 

Basic Qualifications:

Ph.D. in Biochemistry, Immunology or related field. A minimum of 5-7 years of experience in a biopharmaceutical company leading a group developing various immunoassays and interacting with regulatory agencies such as FDA, EMEA. In-depth knowledge of GLPs, SOPs and regulatory guidelines is essential. Candidate must have a proven track record and hands on experience developing various immunoassays detecting drug or drug induced antibodies. Ability to understand heterogeneous data and communicate effectively with management as well as laboratory personnel.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
l. Scientist, Analytical Development

Position Overview:

We have an immediate opening for a Scientist to join the Analytical Biochemistry group. This individual will be involved in the characterization and development of assays to support early and late phase/commercial protein therapeutic products.

Required Skills

This position involves the development of methods for characterization and release for use in regulatory filings as well as providing analytical support for research and manufacturing. He/She should be highly motivated, able to work in a team environment.

Required Experience

A Ph.D. in Biochemistry or a related discipline with 1-3 years of industrial experience. Must be experienced in characterizing protein therapeutic products utilizing, but not limited to Mass Spectrometry, HPLC, SDS-PAGE, ELISA and analysis of carbohydrates.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
m. Research Associate, Analytical Development

Position Overview:

We have an immediate opening for a Research Associate to join the Protein Biochemistry group. This individual will be involved in method development of assays used to characterization our protein therapeutics. He/She should be highly motivated, able to work in a team environment.

Required Experience

A B.S./M.S. in Biochemistry or a related discipline with 2-4 experience. This individual should have knowledge of protein characterization techniques such as HPLC, SDS-PAGE and IEF.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
n. QA Specialist (GLP)

Position Overview:

The QA Specialist will provide compliance consulting to GLP study personnel and management on complex or critical compliance issues. 

Job Responsibilities:  

This person will identify and anticipate cross-functional compliance risks, and propose risk-managed solutions.  The QA Specialist will develop and conduct quality assessments of complex processes, will audit GLP study protocols and reports and SOPs, and will develop and deliver GLP training.  They will identify industry and regulatory trends, evaluate them for applicability internally and implement improvements as appropriate.

This person will ensure various inspection phases of a study to assure adherence to protocols, GLPs, and SOPs. Audit raw data, facilities, and reports; prepare written report findings; and inspect lab phases, as well as equipment and records.  This person with communicate with all levels of scientific lab personnel and Management. 
Basic Qualifications:

· BS/BA in scientific or quality-related field, or equivalent combination of education, training, and experience


· Minimum 7 years of GXP experience (preferably GLP) in the pharmaceutical industry, with at least 3 years in QA, or equivalent transferable experience


· In-depth knowledge of FDA GLP regulations and assay validation


· Excellent communication skills (writing, speaking, listening) and ability to be detail-oriented, and strong client, interpersonal and oral and written communication skills.


· Demonstrated ability to influence and collaborate with clients and managers


· Experience developing compliance systems and quality standards
Strong time management and multi-tasking skills

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
q. Regulatory Affairs, Senior Associate
Position Overview:

Assist in planning, reviewing, and preparing regulatory submissions to support clinical trials and product approvals. Provide regulatory advice on non-clinical/clinical strategies, and provide solutions to drug development challenges that ensure compliance with global regulations. Participate on project teams to represent the functional area. Reports to the Director (or Vice President) of Regulatory Affairs.

Job Responsibilities:  
· Oversee the preparation, review and submission of investigational new drug applications (INDs), IND information amendments, annual reports and corresponding global submissions 

· Assist with development of effective regulatory strategies for global product development, and effectively communicate to development team 

· Communicate with regulatory authorities (FDA, EMEA, HPFB, etc.), as directed

· Develop and maintain/manage timelines for the preparation of submissions

· Be knowledgeable of key global guidance documents, regulations, or directives and effectively communicate any impact on Acceleron’s development programs 

· Contribute to development plans supporting global product approvals

· Maintain www.clinicaltrials.gov database for Acceleron’s development products

Basic Qualifications:
BA/BS, preferably in a scientific discipline with approximately 5 years regulatory experience.  Knowledge of eCTD content/format requirements and proficiency with MS Project.  Experience working in a team in environment, ability to work on multiple projects simultaneously, and excellent organizational, verbal and written communication skills are essential.

FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
t. Vice President of Quality
Position Overview:
Reporting to the CEO, the VP of Quality to oversee the quality function.  The successful candidate will be the first incumbent and will have responsibility for developing, implementing and communicating the company’s quality strategy, and programs, including quality assurance, quality control and total quality management throughout the organization. The VP of Quality will be responsible for promoting recognition of company quality programs among customers, as well as developing and implementing employee communication and training programs in connection with Acceleron’s quality objectives, strategies and processes.  

Job Responsibilities: 
Responsibilities will include the establishment of internal GxP policies and procedures consistent with internationally recognized standards, and the assurance of compliance with those procedures.  Provide strong technical and organizational leadership to all areas of Quality, provide comprehensive direction in the areas of GxP compliance in the development and commercialization of biologic products, and foster the integration of Quality attributes throughout the company including relationships with external entities such as Health Authorities, external contractors, etc.  He/she will lead the quality team and hire/add resources as appropriate. 

· Manage GxP function and Quality Systems which focus on the following 
· Quality function for Pre-clinical 
· Manage Quality function for Clinical 
· Manage CMC quality function 
· Manage Quality Documentation function 
· Implement a plan which will allow Acceleron to be more efficient and quality focused as the company approaches phase III clinical programs 
· Serve as Corporate Quality head and chief representative in all interactions with Regulatory representatives 
Qualifications:
MS or PhD in protein biochemistry, pharmacy, chemistry or related discipline is required with a minimum of 12 - 15 years of technical and leadership experience in Quality Management in a biotech or pharmaceutical company.  The ideal candidate will possess significant management experience and demonstrated success in building and overseeing the Quality function in a GXP environment. Will also have managed a function dealing with biologic projects as well as a QC or Analytical Development function, have worked with early phase products and possess extensive experience in writing IND and CTX documents related to the quality function.  Strong communication and diplomacy skills are essential.  Experience in a regulatory function and having dealt with facility inspections from EMEA and FDA inspectors is highly desirable.
FOR IMMEDIATE CONSIDERATION PLEASE VISIT OUR WEBSITE AT:

www.acceleronpharma.com
2. Research Scientist, New Haven 

Please contact Brent if you are interested in the job openings below:

bheller@culvercareers.com
Brent Heller 

Corporate Recruiter 

The Culver Group 

101 Parkshore Drive # 245

Folsom, CA 95630

(916) 932-2360

3. (916) 932-2361 fax
Opening #1 

The position that has opened up in the New Haven Facility is a Research Scientist, Molecular Biology. Salary is between $70k and $86k based on years of work experience.

Following are the job specs: 

Responsibilities 

This Research Scientist will be responsible for the design, cloning and expression of novel protein subunit vaccine candidates for a wide variety of disease indications. This individual will work within a multi-disciplinary team of vaccine researchers, providing scientific expertise in all areas of molecular biology. We are seeking an independent self-starter who will become broadly versed in relevant scientific and technical literature and contribute to the development of  platform vaccine technology. 

Qualifications 

PhD in Molecular Biology or Biochemistry with 0-4 years of experience 

Experience in molecular cloning, protein engineering and protein expression in multiple prokaryotic and eukaryotic systems including baculovirus, yeast and mammalian expression systems. 

Cell culture experience is required. 

Hands on experience in structural biology and protein chemistry techniques would be a valuable asset. Must has good computer skills, excellent interpersonal and communication skills and the ability to organize, multitask and work productively in a fast paced biotech environment. 

Opening #2 

Here is another position in New Haven which has become available. 

It is different from the last position as it requires industry experience. 

The position title is Research Scientist and the salary range is $80k to $83k. 

I have spoken with both hiring managers in CT and have a guarantee that resumes that are sent over will be reviewed within one week. 

Please forward resumes to me for review.  Local candidates only with no relocation. 

3l Research Scientist, New Haven

Please contact Brent if you are interested in the job openings below:

bheller@culvercareers.com
Brent Heller 

Corporate Recruiter 

The Culver Group 

101 Parkshore Drive # 245

Folsom, CA 95630

(916) 932-2360

(916) 932-2361 fax
Title:                  Research Scientist, Discovery 

Location:               New Haven, CT 

Responsibilities 

is seeking a highly motivated, hands-on scientist to be a key member of a fast-paced TLR discovery program.  The scientist will focus on developing strategies and assays to screen for novel protein Toll-like receptor agonists and to evolve agonists with novel biological properties.  This is a highly creative position that requires extensive knowledge of immunology and inflammatory cell signaling.  This position is best suited for a strategic thinker who has an entrepreneurial spirit and enjoys the challenge of working in a team-oriented and multi-tasking environment.  Experience working for biotech and/or pharmaceutical companies is strongly desired but not absolutely required.

Qualifications

1.      Ph.D. in Immunology or Cell Biology with at least four years of post-graduate experience.  Pharmaceutical or biotech experience is highly desired.  

2.      Therapeutic focus in Inflammation with extensive understanding of related cellular signal transduction pathways.  Experience with Toll-like receptors is highly desired.

3.      Exceptional lab skills with demonstrated proficiency in de novo cell-based and biochemical assay design, optimization and execution is essential.

4.      Broad experience with cell biology techniques is required.  Experience with flow cytometry is a must.  

      5.        Creative problem solver; high energy; ability to work independently and as part of a team in the dynamic and changing environment of    a start-up company.

4. Michael J. Fox Foundation for Parkinson's Research (MJFF) – **A Fellowship (not a job)
To all investigators,

The Michael J. Fox Foundation for Parkinson's Research (MJFF) announces the launch of its Therapeutics Development Initiative (TDI) for Spring 2009, a funding mechanism to support and stimulate preclinical Parkinson's disease research at for-profit institutions. This funding program seeks to support preclinical development of Parkinson's disease therapies which have the potential for fundamentally altering disease course and/or improving treatment of symptoms above and beyond current standards of care. Proposals must focus on key and critical preclinical studies necessary for developing, optimizing and evaluating therapeutic strategies that if successful can move into human testing.  Principal investigators applying to this RFP must be employed by a for-profit entity. 

Investigators may seek up to two years of funding for preclinical development and testing of novel therapeutic approaches for the treatment or prevention of Parkinson's disease.

Please visit the Foundation's Web site, www.michaeljfox.org, for access to this RFP and instructions for submitting a pre-proposal online.  MJFF will not accept pre-proposal submissions by email. 

Release Date:   July 9, 2008
Conference Call:   December 16, 2008-12pm U.S. EST **
Pre-Proposal Receipt Date:   January 20, 2009 - 6pm U.S. EST
Full Application Invitation:   January 29, 2009
Application Receipt Date:   March 12, 2009
Anticipated Award Announcement:   May 2009
Anticipated Funding:   June 2009

Applicants from for-profit entities who have previously submitted to an earlier deadline must submit different project proposals; re-submission of the same proposal will not be reviewed.  Applications may be submitted by U.S. and non-U.S. biotechnology/pharmaceutical companies or other for-profit entities, either publicly or privately held. 

Responsibility for the planning, direction, and execution of the proposed project will be solely that of the principal investigator who must be an employee of a for-profit entity.  Academic investigators may have an advisory role in the project, but the operational and strategic ownership of the project must reside within the company.

**MJFF will hold conference calls to explain the Therapeutics Development Initiative Spring 2009 program and answer applicant questions.  To participate in the call, you must RSVP via email to conferencecalls@michaeljfox.org.  Participants will receive a reply with call-in details.

Please share this announcement with any researchers you think may be interested in this program, and please do not hesitate to contact MJFF at research@michaeljfox.org with your questions about the RFP.


Sincerely,

The Michael J. Fox Foundation for Parkinson's Research
Phone   (212) 509.0995, x 261
Fax     (212) 509.2390

5. FDA Commissioner’s Fellowship Program
FDA Launches Fellowship Program to Develop Pipeline of Scientists, Other Professionals
The U.S. Food and Drug Administration (FDA) today announced it is launching a two-year fellowship program aimed at attracting scientists, engineers and health professionals to the agency. The FDA Commissioner’s Fellowship Program will provide participants with advanced training in the scientific analysis involved in the safety and regulatory decisions unique to the agency’s mission. 

"Attracting the best scientists to FDA helps us make timely decisions and give doctors and patients helpful and accurate advice about treatment options. And timely decisions encourage more investment in developing new drugs and better medical devices,” said Deputy Secretary of Health and Human Services Tevi D. Troy. "The FDA Commissioner’s Fellowship Program will not only bring great fellows in the door, but encourage them to make FDA their career.” 

Applicants are being considered for the first entering class of the program, which will begin in October 2008. The agency is seeking physicians, microbiologists, chemists, statisticians, pharmacists, biomedical engineers, nutritionists, veterinarians and other science professionals. Applicants should have a doctoral degree in medicine or another scientific field; engineers must have at least a bachelor’s degree. Between 30 and 40 applicants will be accepted for the first entering class. 

"The FDA is a science-based regulatory agency, and to fulfill our mission over the coming decade we will need to recruit thousands of highly skilled scientists and others with specialized and relevant expertise,” said Frank M. Torti, M.D., M.P.H., principal deputy commissioner and chief scientist. “The FDA Commissioner’s Fellowship Program is designed to attract these people to the FDA and provide them with in-depth knowledge of the science that underpins regulatory decisions as we meet the challenges of both globalization and rapid changes in science and technology." 

The FDA Commissioner’s Fellowship Program will include coursework and extensive hands-on experience in FDA regulatory science including regulatory review opportunities. More than 20 courses and seminars will be offered on topics including FDA law, ethics and decision making, biostatistics, clinical trial design, population science and epidemiology, risk assessment, international activities, budgeting and operations, leadership, and public policy. A full listing of courses is available at http://www.fda.gov/commissionersfellowships/default.htm. The courses will be taught at the agency's new, state-of-the-art campus at White Oak, Md., and at other facilities by senior FDA staff and faculty from universities in the region. 

During the first semester, each fellow will identify an in-depth research project to be completed during the program, allowing each fellow to explore a specific area of interest under the guidance of a senior FDA scientist who will serve as a preceptor. Fellows will devote about 70 percent of their time to the scientific project and 30 percent to coursework. 

More information about the FDA Commissioner’s Fellowship Program and instructions for applicants are available at http://www.fda.gov/commissionersfellowships/program.html. 
FDA Commissioner’s Fellowship Program

  
Background
There are a wide range of training experiences at the FDA open to those who wish to acquire specific experiences in the sciences of FDA regulation. These include short term FDA training experiences as well longer experiences in laboratories, epidemiological and behavioral areas, and in product review. Some of these experiences lead to professional degrees (such as the NCI-FDA fellowship program, the CVM-University of Maryland MPH program, etc.), and are either informal or formal collaborations with other agencies of government or academia.  
Overview
The FDA Commissioner's Fellowship Program is not meant to replace the current fellowships and other educational experiences at the FDA, but rather to train a cadre of investigators intensively in the issues that relate to FDA regulatory science across devices, drugs, foods and cosmetics. Exposure to FDA law, policy, the federal government budgeting process, networking and leadership skills, international activities, communication with the public and press, biostatistics, epidemiology, clinical trial design, risk assessment and risk management as well as extensive case-based learning are incorporated into the program. In parallel with this didactic training, the fellows, with the guidance of their preceptors, will engage a carefully designed and articulated FDA regulatory science project.  In the medical, biological, mathematical risk management and statistical sciences, applicants are expected to have an M.D., D.V.M., Pharm.D, or Ph.D. degree or equivalent; for applicants in the physical sciences and engineering, a Bachelor’s degree is required.  The intent of the fellowship is to identify and train highly accomplished individuals who will be FDA ambassadors throughout their scientific careers. We anticipate that some of these fellows would remain at the FDA at the completion of their fellowship, others would seek jobs in industry where the knowledge they gained would prove invaluable for their subsequent interactions with the FDA and their contributions to regulatory science.  The fellowship is designed as a 2-year program, although the second year is by mutual agreement between the preceptor and the fellow. Under the guidance of a preceptor (a senior FDA scientist committed to mentoring and selected by the Centers), fellows will explore in-depth a specific aspect of FDA regulatory science. The experience can be in a wet lab, with a clinical review or evaluation team, in biostatistics, informatics, epidemiology, risk analysis or other aspect of FDA science. Coursework is designed to provide a core experience for all fellows, but those already trained in specific areas covered can substitute electives from the Center’s course colleges.  
Details of Coursework and Scientific Experience
Year 1 Research: The fellows will be matched with an FDA preceptor during the selection process. The Center will identify the preceptors, who will in turn identify potential projects for the fellows. The first semester presents many short courses that examine core of FDA functions. The first semester is not course-work intensive, allowing about 80% of the time to be devoted to the research project with the preceptor.  Semester 1 (October 2008 – December, 2008) Course work: October – December introductory courses 1. FDA and Public Policy
 2. FDA Law
 3. Negotiation and Leadership Skills 
 4. Communication with the Public and Press 
 5. Ethics 
 6. Budgets and Operations 
 7. Beyond our Borders  Research: During this semester the fellows will work with their preceptor to develop a written research proposal that includes detailed literature review, methods to be used, anticipated outcomes, skills and techniques to be acquired. During this time, work on the project can begin, even as the formal proposal is developed. The proposal should highlight how skills learned in the didactic experiences will be incorporated into the fellow’s scientific experience. Students will take examinations in December and June on the first year’s coursework, and present the formal research proposal to the preceptor for review.  Semester 2 (January – June 2009) Course work: January–June longitudinal courses 1. Statistical Methods and Applications [full semester]
 2. Population science/ Epidemiology
 3. Clinical trial design and evaluation [full semester]
 4. Risk Assessment / Risk Management  Research: Students will spend about half time their research work with research preceptors. They will present to their peers and the assembled research preceptors their research progress in June in short, 20 minute presentations  The second semester will require about 50% time for coursework. Summer Session (July – August, 2009) Course work: 1. Formal 45 minute Research Presentations with critiques and feedback in content and presentation style to Center staff scientists.  Research: More than 90% of the fellows’ time will be working on research project. 
Year 2:
Semester 3 (September – December 2009) Course work: These courses are essentially the core functions and science of the Centers, and will be taught by the respective Centers.  1. Devices and radiological health
 2. Foundations of toxicology
 3. Understanding biologic agents and their evaluation 
 4. Understanding drugs and their evaluation
 5. Food and nutrition safety
 6. Surveillance and operations
 7. Animal and human health: an inseparable link  Semester 4 (January – June 2010) Course work: 1. Elective
 2. Process Control Engineering and Chemistry (full semester)
 3. Case studies in translational and regulatory science  Research: 80+% time on research project and in preparation for final presentation. Fellowship ends June 2010 with final presentations of research results to the Center Staff (in the Center they have chosen to do research) and project preceptors.  
