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Example 1
7.
STATEMENTS BY MENTOR, CO-MENTORS(S), AND ADVISORS

Mentoring team and evaluation of candidate’s progress: I have assembled a multidisciplinary mentoring team comprised of senor clinical investigators to provide the expertise and guidance to support my research plan and career objectives.  My sponsor and primary mentor, Dr. Michael Matthay (an expert in the understanding, prevention, and treatment of lung disease), and my two co-mentors, Drs. John Witte (a genetic epidemiologist) and Andrew Auerbach (a hospitalist and quality improvement researcher), have successfully mentored young investigators from several different departments (Medicine, Anesthesia, Pediatrics), including recent K awardees in (Kathleen D. Liu, MD, PhD, Carolyn S. Calfee, MD, and Anil Sapru, MD).  Signed letters from my mentoring team and my scientific advisors are included at the end of this section.

To provide coordinated academic and scientific mentoring during the K award, Dr. Matthay will schedule regular progress meetings with my co-mentors.  Our initial meeting will occur at the beginning of the award period and will outline my specific aims, methods, anticipated challenges as well as a detailed timeline for the completion of all my career development training activities (see timeline below), as well as data collection, analysis, and publications.  My K23 mentorship team will continue to meet every 4 months thereafter to discuss my findings, progress to date, and potential publications.  Prior to these meetings, I will distribute an agenda as well as a progress report.  I will collect all oral and written feedback from these meetings.  Additionally, these meetings will serve an important role in guiding me toward new research directions in anticipation of submitting an R-level application.
Timeline for Career Development Training Activities 

	Additional Training
	Completed
	Year 1
	Year 2
	Year 3
	Year 4
	Year 5

	Basic and advanced biostatistics
	•
	
	
	
	
	

	Basic epidemiologic methods
	•
	
	
	
	
	

	Prospective Clinical Trials (Aim 2, future R01)

	Tutorial with Michael Matthay, MD
	
	•
	•
	•
	
	

	Practical experience
	
	•
	•
	•
	
	

	Genetic epidemiology and Genome Wide Association (Aims 1, 2 & 3; future R01)

	Genetics 200A: Principles of Genetics
	
	•
	
	
	
	

	Genetics 224: Human Genetics in Medicine
	
	•
	
	
	
	

	Genetics 255: Basic Genetics & Genomics
	
	•
	
	
	
	

	Tutorial with John Witte PhD
	
	•
	•
	•
	•
	•

	Genome-wide Expression Profiling (Aim 2, future R01)

	Epi 206: Introduction to Bioinformatics
	
	
	•
	
	
	

	Epi 198: Supervised Study with David Erle
	
	
	•
	
	
	

	BMI 209: Statistical Analysis of Microarray Data
	
	
	•
	
	
	

	Practical Experience
	
	
	
	•
	•
	

	Translational Outcomes Research (Aims 2 & 3, future R01)

	Epi 202: Translating Evidence into Practice
	
	
	•
	
	
	

	Tutorial with Andrew Auerbach
	
	
	
	•
	•
	•

	Tutorial with Mark Pletcher
	
	
	
	
	•
	•

	Responsible Conduct of Research
	•
	•
	•
	•
	•
	•


Example 2
December 14, 2004

HIV Review Section

National Institutes of Health

Bethesda, MD

Re: Phyllis C. Tien, K23 Mentored Patient Oriented Research Career Development Award application

Dear Committee Members,

It is my pleasure to affirm my commitment to serve as the primary mentor for Phyllis Tien, MD, MS during her 5-year Mentored Patient-Oriented Research Career Development Award.  In this letter, I will outline Dr. Tien’s qualifications in the area of HIV/metabolism and sex effects research, my previous experience as a research supervisor, and the nature and extent of the supervision I will provide during the award period.

Dr. Tien’s qualifications: I first met Phyllis in 1999 during her fellowship training at the Center for AIDS Prevention Studies at UCSF, which is a favored venue for Infectious Diseases fellows to extend their training in HIV research methods.  She was interested in the growing problem of HIV infection in women and unanswered research questions concerning this population.  Her initial work with me focused on the effects of the ovulatory cycle on HIV viremia and immune responses.  This interest led to a fairly intensive project that enrolled 30 men and women who had not received any antiretroviral therapy.  Women, all of whom reported regular menses, underwent two vaginal ultrasounds (one in the early follicular phase of the ovulatory cycle and another, in the mid luteal phase) to accurately determine cycle phase.  Sex steroid levels were also obtained. Plasma and intracellular viral RNA and DNA levels, lymphocyte subset quantification and activation markers were then studied at each confirmed ovulatory cycle phase.  A comparison group of men were enrolled who had similar viral and lymphocyte measures performed at random times two weeks apart. Enrollment targets were met despite the complicated eligibility requirements for the study.  Analyses and publication of this work has been tardy, in large part because of delays in the virology laboratory.  However, Phyllis demonstrated superb organizational and interpersonal skills during this work and was able to manage this project despite the difficulties of recruitment, enrollment, and completing its intensive protocol.  She was goal-oriented and productive in the setting of a complex project that involved numerous investigators (including a virologist, immunologist, and reproductive endocrinologist) and GCRC staff members.  Her ability to remain focused, pleasant, and effective, even in the most tumultuous research setting was proven repeatedly.

During her work with me, she was presented with two opportunities to join research collaborations that required her outstanding clinical and research skills as well as her focused and calm approach.  One was as the first project director for the 18-site Fat Redistribution and Metabolic Change in HIV infection (FRAM) study that was just being initiated.  This study featured a multitude of clinical sites and a protocol that required detailed metabolic studies to be performed in a standardized and rigorous manner.  Cohort studies are always a challenge to start, and this one, with so many sites and such extensive technological specifications, was no exception.  Phyllis took on this challenge and rapidly acquired expertise in body habitus changes associated with HIV infection and in directing such a large research program.  

The second opportunity was within the Women’s Interagency HIV Study (WIHS), an ongoing multi-site study of the progression of HIV in over 3000 women with and at risk for HIV.  WIHS was struggling to launch investigations in the effects of HIV and its treatment on metabolic perturbations, but lacked expert and savvy investigators to take a leading role.  Due to her expertise and productivity in studies of the metabolic complications of HIV infection, Phyllis was asked to take a leadership role in developing metabolic studies within WIHS.  She wrote several proposals for WIHS studies and is currently leading a detailed metabolic study based at two sites (the Bronx and San Francisco), which is successfully enrolling the targeted number of participants.  Phyllis also initiated and completed a pilot study to investigate non-invasive magnetic resonance imaging and spectroscopy to study hepatic steatosis (or fatty liver) in HIV/HCV-coinfected women from the WIHS.  Her proposed research plan builds on her work in FRAM and WIHS, including longitudinal analysis of pooled data from both cohorts.  Pooled data analysis will allow her to adequately address questions related to metabolic disorders in HIV/HCV coinfection, including sex and race differences

Phyllis’ intellectual and personal skills were tested through the start-up of FRAM and her growing role in WIHS, but this also coincided with her father’s unexpected and prolonged illness (and eventual death) and her pregnancy and the birth of her son.  She maintained her leadership in these projects throughout this time, demonstrating her ability to focus and see projects through, despite tumult in her life.  This ability is of obvious benefit for any academic medicine-based researcher, since all of us face a long list of competing needs, be they professional or personal.  

So, I believe, based on her record, that Phyllis is very capable in terms of intellectual and functional abilities to conduct research.  The direction of her proposed research focus is also very promising.  As technological progress and insights provided by molecular biology influence translational work, the importance of the interface between infectious diseases, host response, and metabolic perturbations has become very clear.  HIV is a great model of these interactions because it is a chronic infection, directly produces a myriad of inflammatory responses, and indirectly encourages other pathogens, and its treatment may also perturb metabolism. Studies of women should be a high priority since women constitute the majority of HIV cases worldwide, and yet clinical research on this population is limited.  Furthermore, sex dimorphism in metabolic conditions is likely due to differences in body habitus, dimorphism in immune responses, and the occurrence of cardiovascular diseases.  Thus, the focus of the research program Phyllis is seeking to develop is both original and addresses important issues involving the mechanisms of disease and health research. 

I am sometimes approached by early career faculty who have no research training to assist them in applying for career development awards, and I find this is a very difficult thing for them to do.  Skills in clinical medicine do not translate directly into research ability, and development of a research career without any formal research training is a very difficult goal.  Phyllis has completed a Master’s degree, a research-oriented Infectious Diseases Fellowship, and a Fellowship program in research methods.  So, her background is definitely adequate for scientific research.   However, despite her extensive experience working in large cohort studies, she needs technical training in data management of pooled collaborative cohort data and training in advanced statistical models for longitudinal data.  She plans to accomplish this through a focused visit to the WIHS data center at the Johns Hopkins School of Public Health.  Dr. Stephen Gange, who heads the WIHS data center, has extensive experience in the data management issues of pooled collaborative cohort data.  She also plans to pursue advanced coursework in modeling of longitudinal analysis at UC Berkeley.

Her current research goal, as an early career faculty member, is to develop a research program that spans the fields of infectious diseases, metabolism, and some hepatology.  None of the traditional postdoctoral programs provide this training, and since she seeks to become an independent investigator, the additional training she needs is at an advanced level.  So, while she has an already impressive background in scientific research, a K23 award would provide her the time and support to acquire the advanced skills she will need to work in an interdisciplinary translational setting.

Phyllis has published (as first author) 3 papers in peer-reviewed journals and 6 papers as a coauthor.  Since much of her research is based in large cohort studies, which have a fairly long time period from initiation to fruition in published reports, this record is good.  Her paper on lipoatrophy and lipohypertrophy was the first longitudinal study on this topic that focused on women and challenged conventional concepts about the definition of the lipodystrophy syndrome associated with HIV and its treatment.  Many other papers are in the process of preparation, and her productivity is so well regarded that she has been invited to join the expert Office of AIDS Research priority setting panel for clinical studies and epidemiology.  The high quality of her research and papers is being recognized, and her letters of reference likely attest to this.  

Previous experience as a research supervisor: I have supervised and mentored early career faculty and fellows in a variety of settings.  I am co-Director (with James Kahn) of the UCSF/Gladstone Center for AIDS Research (CFAR) mentoring program, which was launched earlier this year and has enrolled 12 mentees for intensive assistance.  I have been the principal mentor for 3 infectious diseases trained physicians (Monica Gandhi, Malcolm John, and Phyllis Tien) and 1 general internist (Herminia Palacios), all of who progressed to join the UCSF faculty.  I have been a secondary mentor for a much larger number of faculty and fellows (including Norah Terrault and Laura Napolitano); I have led campus initiatives on the climate for faculty, promotions, and retention; and I have chaired several academic senate committees, including Privileges and Tenure, so I am well acquainted with UCSF resources, policies, and procedures.  As Principal Investigator of the Northern California WIHS site, I am also in an excellent position to assist Phyllis in her interactions with this large research group and to facilitate her projects within WIHS, though at this point in time, she is a well-recognized member of the study group.  I am not based at the San Francisco Veterans Administration Medical Center (SFVAMC), but the infectious diseases division at UCSF spans all the campus sites, and I know the VA group quite well.  In addition, I am a member of the senior leadership group of the UCSF-Gladstone CFAR, and I work in this capacity with Paul Volberding who is chief of the Medical Service at the SFVAMC.  It is clear that Phyllis is highly valued by the department and that she can expect to receive full institutional support for her research efforts.  

In general, for early career faculty, I believe that mentoring should focus on developing organizational and communication skills as well as scientific directions and career strategy.  At this point in her scientific career, Phyllis has acquired an extensive knowledge base, access to various settings in which new research frontiers and methods are presented, and she is familiar with the members of UCSF’s large HIV research community.  The challenges for anyone intending to succeed as a clinician scientist are significant, and success depends on effective use of time, the ability to focus on priority tasks, a sense of humor, and good communication skills (including the diplomatic application of the word “no”).  She has already made excellent progress in this, and I will continue to work with her to provide her access to my knowledge as well as campus resources.  

Extent of supervision I will provide during the award period: I will meet with Phyllis weekly.  During my meetings with Phyllis, we will review her general progress, input from her other mentors, time management, any problems, her sense of well-being, updates to her goals and plans, and publication productivity.  We will discuss the course work and other work she is doing to acquire new skills and, in the later years, her strategies for obtaining independent funding.  I will also talk with Drs. Grunfeld, Bacchetti, Gange, Peters, and Taylor at least quarterly to get their input on her progress.  

Overall, I am very enthusiastic about the direction of the research Phyllis has proposed, and I think she is an outstanding candidate for a K23 award and for a career as a clinician scientist.  This K23 award would support her continued development as a researcher, enabling her to pursue an original translational program that spans several medical disciplines to address important issues that concern how chronic infections influence metabolism.  With regards to HIV, until there is a cure, the metabolic outcomes of antiretroviral therapy will become an increasing concern as the global program to provide universal treatment proceeds.  It is also of great importance to encourage investigators who are interested in and able to study women, particularly in diseases like HIV, that afflict relatively disadvantaged women because they have been somewhat neglected by medical research.  Phyllis Tien is one of the most promising young investigators I have worked with and I vigorously support her application for this K23 award.

Sincerely Yours,

Ruth Greenblatt, MD

Example 3
May 18, 2006

K23 Selection Committee

NIDDK

National Institutes of Health

Bethesda, MD

Re: Neera Gupta, K23 Mentored Patient Oriented Research Career Development Award application

Dear Committee Members,

I am extremely pleased and excited to serve as the primary mentor for Neera Gupta, MD during her 5-year Mentored Patient-Oriented Research Career Development Award.  In this letter, I will outline Dr. Gupta’s superb qualifications to conduct clinical studies of the natural history of pediatric patients with inflammatory bowel disease, my previous experience as a research supervisor, and the nature and extent of the supervision I will provide during the award period.

Dr. Gupta’s qualifications: Dr. Gupta began her training in Pediatric Gastroenterology, Hepatology, and Nutrition at UCSF in July 2003.  Even during her first (clinical) year of training, she expressed a keen interest in IBD in children and focused much of her involvement (for example in the clinic) on these patients.  During her busy clinical year, she was able to find the energy to develop and test hypotheses that evolved into studies that were presented at DDW and at the World Congress for Pediatric Gastroenterology and Nutrition towards the end of her clinical year.  Her early success in this area led her to enroll in the Master’s in Clinical Research Degree Program, beginning in August 2004.  She completed the program in May 2006, earning a Masters in Advanced Science degree.  She quickly delved into the material, utilizing the Pediatric IBD Consortium registry as a tool upon which to learn the techniques for database management and analysis.  Her coursework and practical application of the material she has learned was applied to the registry that the Pediatric IBD Consortium established in 2000.  In the course of her studies, she took initial raw data from over 1700 patients enrolled in the registry, cleaned and coded the data, and proceeded to begin analysis of various clinically relevant questions pertinent to this group of patients.  Realizing the dearth of information in this area, she decided quite early to focus on questions surrounding surgery in children who have Crohn’s disease.  She took on the tedious job of cleaning and coding the data for the 1736 patients in the registry; 989 met the inclusion/exclusion criteria for her study.  In addition to several abstracts documenting her success in utilizing the registry to answer hypothesis-driven questions, Dr. Gupta was able to organize and analyze the data to be able to determine significant risk factors associated with surgery in pediatric patients with Crohn’s disease, culminating in her first paper being accepted to her first journal of submission, Gastroenterology (130:1069, 2006).  Utilizing several sophisticated biostatistical techniques, such as Kaplan-Meier Survival Analysis and multivariate Cox proportional hazards modeling, Dr. Gupta was able to uncover several factors associated with increased surgical risk in pediatric patients with Crohn’s disease, including older age at diagnosis, female gender, and poor growth at presentation.  Furthermore, she was able to provide updated data on the cumulative incidence of surgery in children with Crohn’s disease.  In addition to potentially altering the approach to these patients, the data has led to additional research questions – in particular, further investigations into the role of gender differences in overall course of disease.  In her second study (manuscript submitted), she found females suffer a more severe course of disease compared with males.  However, males appear to be at increased risk for the development of growth failure compared with females.  These findings and reports in the literature now form the basis for the proposed research in this K23 application.  Dr. Gupta has been thorough in her analytical method, leaving no obvious questions unanswered in the process of producing a completed product in the form of a paper submitted for publication.  Her thorough treatment of the research questions posed in this application also attests to her abilities to methodically question and analyze her own as well as other investigations until she is satisfied that all angles have been considered.  

As an individual, Dr. Gupta has demonstrated superb organizational and interpersonal skills during this work.  She has been able to manage this project by overcoming difficulties of a multicenter database with its innate deficiencies (e.g., some missing data, errors in data entry) and has been able to coordinate the efforts of all centers to produce the final product in the form of abstracts for presentation and manuscripts submitted (and accepted) for publication.  Dr. Gupta has demonstrated an outstanding ability to remain focused, pleasant, and effective throughout her training.  Her dedication and commitment to clinical research have been apparent throughout her 3-year training program.  She decided to remain at UCSF in large part because of the mentoring team that she already has established and because of the ongoing collaborations and opportunities available that would have to begin fresh were she to relocate to another institution.  UCSF in turn has recognized her potential as a young and emerging investigator in pediatric gastroenterology in offering her a faculty position with protected time in which to continue her development into an independent investigator.  Dr. Gupta is undoubtedly one of the most committed young investigators we have seen in many years, and her unwavering desire to become a renowned and expert independent clinical investigator in the epidemiology and natural history of pediatric IBD is admirable and needs to be supported.  Certainly in pediatric gastroenterology, researchers with her training and experience are needed and desired (Dr. Gupta has already declined two offers to move to other well-known academic institutions).

The direction of Dr. Gupta’s proposed research focus is extremely promising.  The role of gender, age at disease onset and diagnosis, pubertal status, and disease severity (as a proxy for the inflammatory response in the gastrointestinal tract) in the development of growth problems in children with IBD, in particular Crohn’s disease, is of tremendous clinical relevance.  We recently completed a trial of growth hormone in Crohn’s disease, and the dramatic response of patients to this treatment and of parents inquiring about the use of growth hormone for their children with Crohn’s disease attests to the importance of growth in the overall context of treatment regimens in these patients.  Dr. Gupta has considered a number of aspects of growth issues, including hormonal, nutritional, and inflammatory influences, and she has developed hypotheses that are clinically relevant and feasible to complete during the 5-year time span of the K23.  With the support of the multicenter Pediatric IBD Consortium, she will be able to recruit the number of patients needed to complete her studies.  The PI’s at each participating institution personally know Dr. Gupta and are committed to supporting her proposal and her overall career development.  She will be provided with all resources available through the infrastructure of the Consortium, ensuring the completion of her projects in a timely manner.  At UCSF, she has the mentoring team to develop and maintain a database and to complete her analysis of the data that are derived from the enrolled patients.  Dr. Gupta’s experience in working with the Pediatric IBD Consortium registry has made her acutely aware of many of the pitfalls of multicenter data collection, and as indicated in her application, she is fully committed to personally ascertaining that all data collections are accurate and complete, with the assistance of a research study coordinator that I will provide.  All of these factors provide me with the confidence that Dr. Gupta will excel in this endeavor and will evolve into an outstanding independent clinical investigator.

While Dr. Gupta’s publication record is early in its formative stage, she has already demonstrated a unique ability to take a clinical project and proceed to publication in a first-class journal.  Having her first publication accepted into Gastroenterology (from work conducted during her first two years of training) is no easy feat.  Additionally, Dr. Gupta has two additional manuscripts about ready to be submitted and another that is being drafted.  Because her initial focus has been her own studies, she has only recently begun to become involved as a collaborator with others, sharing her expertise in epidemiological and biostatistical methods  that will help her develop more of a CV from involvement as an advisor and collaborator in other related investigations.  For example, she is currently also advising us on aspects of our project using growth hormone in Crohn’s disease, and as a young faculty member, she plans to provide advice to our new trainee beginning analysis of a similar database for IBD this summer.  Dr. Gupta’s letters of reference reflect her recognition already as an emerging leader in pediatric IBD research.

Mentoring experience and plans:  I have had the opportunity to mentor over 30 trainees in pediatric gastroenterology and nutrition during the past 25 years.  I was awarded a K24 Mid-Career Clinical Investigator and Mentoring Award in 2002, which has facilitated my ability to provide time and guidance to trainees and junior faculty as described in the mentoring section of Dr. Gupta’s application.  Several former mentees are now leaders in our field, including several who are division chiefs, department leaders, or research directors in industry.  These are listed on Table 3 in the application.  

As her primary mentor, I will continue to meet with Dr. Gupta weekly and either personally or by email whenever needed.  During my meetings with Dr. Gupta, we will review her general progress, input from her other mentors, time management, any problems, her sense of well-being, updates to her goals and plans, and publication productivity.  We will discuss the course work and other work she is doing to acquire new skills and, in the later years, her strategies for obtaining independent funding.  She is currently applying for other sources of extramural and intramural funding. I will also meet with Drs. Lustig, Vittinghoff, Kohn, and Gupta at least quarterly so that Dr. Gupta may benefit from a multidisciplinary discussion with all of her mentors present.  Furthermore, I will constantly be available to discuss Dr. Gupta’s progress with Drs. Lustig, Vittinghoff, and Kohn.  Dr. Gupta and I have developed an excellent and productive working relationship that has enabled her to progress in her career.  

As Chief of the Division of Pediatric Gastroenterology, Hepatology and Nutrition and again as her primary mentor, I am also fully prepared to provide her with the resources, including research funds and personnel, to assist with her research and to facilitate her success in her training and research projects.  Furthermore, Dr. Gupta will have a fully equipped office, ready access to research personnel and patient charts, and be close to the main clinic building and Pediatric Clinical Research Center. I believe strongly that junior faculty need protected time to develop appropriate scientific directions and organizational and communication skills to succeed.  At this point in her scientific career, Dr. Gupta has acquired an extensive knowledge base and access to various settings in which new research frontiers and methods are presented.  She is familiar with many of the members of UCSF’s large GI (including IBD) and epidemiology/biostatistics research community.  Furthermore, she has an established collaboration with Dr. Lustig in pediatric endocrinology, essential for the success of her proposal.  The challenges for anyone intending to succeed as a clinician-scientist are significant, and success depends on effective use of time, the ability to focus on priority tasks, the ability to seek advice and identify and utilize resources, and good communication skills (including the diplomatic application of the word “no”).  She has already made excellent progress in this, and I will continue to work with her to provide her access to my knowledge as well as campus resources in all of these areas.  

I have been at UCSF since 1981, and I am familiar with and will guide her through the myriad of resources that are available to junior faculty beginning a research career.  I participate in the UCSF IBD Program (interacting and collaborating with Drs. Terdiman, Ma, and Mahadevan), and I direct the Pediatric Training Directors Forum that provides resources and ensures a nurturing environment for trainees in fellowship or in junior faculty positions.  

Overall, I am very enthusiastic about the direction of the research Dr. Gupta has proposed, and I think she is an outstanding candidate for a K23 award and for a career as a clinician-scientist.  This K23 award will support her continued development as a researcher, enabling her to pursue an original investigational program that spans several medical disciplines to address important issues that concern how gender, age at presentation and diagnosis, pubertal stage, and disease activity influence growth and outcome in pediatric patients with IBD.  It is also of great importance to encourage investigators who are interested in and are able to study children, particularly in diseases like IBD, as this population has been relatively neglected by medical research.  Dr. Neera Gupta is one of the most promising young clinical investigators I have worked with, and I wholeheartedly and with no reservations support her application for this K23 award.

Sincerely Yours,

Melvin B. Heyman, MD, MPH

Professor of Pediatrics

Chief, Pediatric Gastroenterology, Hepatology and Nutrition

Example 4

K23 Selection Committee

NHLBI
National Institutes of Health

Bethesda, MD

RE: K23 Mentored Patient-Oriented Research Career Development Award for Hubert Chen
Dear Sir or Madam:

Dr. Chen’s qualifications:  Dr. Chen is one of our most highly ranked senior pulmonary trainees. He began as a fellow at the Cardiovascular Institute (CVRI), having already completed MPH training at the Harvard School of Public Health. This followed a stellar performance in his internal medicine training at Stanford University, where he also received his MD degree. In his residency, Dr. Chen received the Ebaugh Award for Research, but even as medical student, he received the Dean’s Award for Distinguished Research in Pulmonary and Critical Care related to a full year of pulmonary-related bench research. Prior to that, he received his undergraduate training at the prestigious Pomona College, where he also received multiple awards, graduated magna cum laude, and wrote an honors thesis in molecular biology.
 
I have served as Dr. Chen’s principal research mentor since early in his fellowship training. Dr. Chen completed his initial clinical training in both pulmonary medicine and an additional six months of extra specialization in critical care medicine. During this period, he also completed the UCSF Training in Clinical Research (TICR) postgraduate summer course (2003) and then, in the 2004-5 academic year, participated in the Advanced Training in Clinical Research (ATCR) program that follows. The TICR-ATCR is an interdisciplinary program that is structured and scheduled to complement ongoing research by post-doctoral fellows, including in its curriculum practical training in research design; applied methods, such as survey techniques; and advanced biostatistical methods. Dr. Chen has effectively used this training to leverage the strong theoretical underpinning he had already received through his prior MPH training at the Harvard School of Public Health. Shortly after completing his initial clinical year, Dr. Chen successfully competed for an individual NRSA; thereafter, he was selected by Genentech to be supported through a sponsored interdisciplinary research program they have initiated, the first UCSF fellow from any subspecialty to be so chosen.    
 
The above synopsis makes clear that the overall structure of Dr. Chen’s training program to date has been broad-based and robust and that his career development trajectory has been unwavering and paced for the long haul. My role as his mentor has been and will continue to be insuring that he has a supportive environment that allows his to thrive, that he has the resources made available to him to carry out his work, and that he receives the training that provides new skills while honing the research skills at which he is already adept. All of this is meant to insure that he has didactic knowledge and practical experience necessary to evolve into a fully independent investigator, competing successfully at the R01 level and beyond.     
 
I take this role very seriously. Dr. Chen is the only fellow I have been mentoring directly since he joined my research group. I have taken a similar one-on-one approach with earlier mentored CVRI pulmonary fellows, all of whom have successfully pursued careers in academic medicine. Dovetailing with this role, I also serve as the CVRI pulmonary training grant (Jay Nadel, PI) lead on clinical research training. In this capacity, I work with other core faculty supervising research fellows focusing on clinical methods (ranging from translational research to medical ethics). We have developed a systematic approach to such training that is built upon a research advisory committee model. This committee is comprised of the principal mentor and two other faculty who provide regular periodic feedback on the fellow’s research goals, objectives, concrete plans, and performance. Dr. Chen’s committee has met face-to-face every 6 months. These meetings not only provide him with valuable feedback, but they also help me calibrate my guidance and oversight of his work.
   
Dr. Chen attends the regular formal research meetings of our airways research group, which includes other physician-investigators, social scientists, a psychometrician, industrial hygienists, and a biostatistician. Dr. Chen plays an active role in these meetings, engaging issues of overall study design for multiple projects related to asthma, COPD, and rhinitis, as well as presenting work-in-progress from his own specific investigation. Over and above this group interaction, all of the individual members of the study team will be available to Dr. Chen for consultation and collaboration as needed. A key member of this group and a close collaborator of my own (Dr. Patricia Katz) has evolved to become a co-mentor for Dr. Chen’s proposed K23 program. Two others form the group, Dr. Yelin and Dr. Shibowski, who have agreed to serve as technical advisors. I have worked closely with Dr. Demarco, another of Dr. Chen’s co-mentors, as a clinical colleague over many years and more recently in the research related to Dr. Chen’s preliminary data. Dr. Chen’s other co-mentor and technical advisor are not current collaborators of my own, but they do represent very important research disciplines (qualitative research and medical economics) in which I have had research experience. I view these as critical new areas of skills acquisition for Dr. Chen, and I fully support his roster of co-mentors and technical advisors. I anticipate being directly engaged with these mentors in order to facilitate the proposed training program.
 
As Dr. Chen’s primary mentor, I remain available on a daily basis for brief ad hoc meetings, combined with regularly scheduled on-on-one progress reviews weekly. His research environment includes space within the Division of Occupational and Environmental Medicine, which rents all of its space at 350 Parnassus Avenue (Suite 609) adjacent to the main medical center complex of UCSF. Dr. Chen’s dedicated space within the Division suite is a solo 75 sq. ft. space equipped with his own computer and printer. This office is directly across an inner hallway from my own, such that we can communicate easily by voice sitting at our own desks. Dr. Chen has available to him advanced statistical software licensing (SAS) and other specialized software, as needed. The Division administrator oversees all regular supplies and support material without differentiating between Dr. Chen and the full-time academic faculty co-located here. Above and beyond these resources, Dr. Chen will have of the resources of the UCSF Cardiovascular Research Institute available to him.
 
Dr. Chen’s UCSF clinical responsibilities have been limited to a weekly pulmonary specialty practice in which I also attend. During the period of the proposed Award, Dr. Chen may take on attending responsibilities, including Critical Care practice. This would certainly fit well with his overall prior training and future goals. If this is undertaken, however, we will insure does not erode the 75% protected research time to which I am personally and institutionally committed, being vital as it is to Dr. Chen’s career development. Regular Pulmonary-centered clinical educational activities for Dr. Chen include weekly grand rounds and a weekly case conference, as well as an annual research retreat. The educational component Dr. Chen’s K23 proposal is innovative, well balanced between didactic and practicum components, and will provide a powerful springboard for the next stage of his career development. 
 
On a personal level, I am impressed by Dr. Chen’s professionalism, commitment to research, and superb knowledge base. He has a demonstrated acumen for creative scholarship and research productivity well in advance of the vast majority of fellows, even at his senior level of training . This makes it a real pleasure to serve as his mentor and makes me want to work even hard in his behalf. I believe that Dr. Chen has a real future in academic pulmonary medicine. Dr.Chen's training focus in quality of life as it is related to pulmonary disease addresses an important and understudied area. It will provide him with a unique niche, and it will provide the discipline with a substantive contribution. 
Sincerely,

Paul Blanc, MD
Professor of Medicine

Division Chief, Occupational Medicine
Example 5
December 3, 2003

Brinda Emu, MD

Infectious Diseases Fellow

J. David Gladstone Institute of Virology and Immunology

Box 1234

Dear Brinda:

I am writing to express my strong support and enthusiasm for your proposed career development plan and research project (Immune Correlates of Protection in Drug-Resistant HIV), which you are submitting to the National Institute of Allergy and Infectious Diseases, and I would be pleased to serve as a co-mentor. I understand that my role will focus on your training in research design, data management, and statistics
As you know, I have a strong interest in clinical research training. I am Co-Director of the UCSF NIH K30-sponsored Training in Clinical Research (TICR) Program, and I serve as the Director of the UCSF Advanced Training in Clinical Research (ATCR) Certificate Program and the UCSF Master's Degree Program in Clinical Research.  I am also the Director of the Population Sciences Core of the NIH-sponsored UCSF-Gladstone Institute of Virology and Immunology Center for AIDS Research (CFAR) and the Director of the Data and Biostatistical Analysis Core of the UCSF California AIDS Research Center (CARC).   

I would be pleased to work with you closely while you are enrolled in the ATCR course and to provide advice regarding the design and implementation of your proposed studies. I also agree to be your primary advisor regarding data management and statistical analysis of the results obtained from these studies. As we have worked closely together in designing the cross-sectional study reported in your preliminary results section, and as I am co-director of the SCOPE study, I believe I will be able to provide appropriate guidance and mentoring in these areas. 

I am pleased that you are applying for this career development award, and I look forward to working together with you and your mentoring committee should your project be funded.

Best wishes,
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Jeffrey N. Martin, M.D., M.P.H.

Example 6

(3)

DESCRIPTION OF INSTITUTIONAL ENVIRONMENT 
The University of California, San Francisco (UCSF) is the only University of California campus dedicated exclusively to the health sciences and is home to graduate professionals in medicine, nursing, pharmacy and dentistry and a graduate division for pre-doctoral and postdoctoral scientists.  It is considered one of the nation’s premier health sciences, training, and research centers and has a well-established reputation in biomedical research.  UCSF was the fourth-largest recipient of NIH research dollars in 2005, receiving a total of $452.2 million from all awards.   The UCSF School of Medicine ranked third and received a total of $398.2 million in awards.  With a recorded NIH-funding base of $120 million, UCSF comprises the largest HIV/AIDS research enterprise outside the NIH.

I will take advantage of the rich resources within this enormous research enterprise, including the AIDS Research Institute, the UCSF Clinical and Translational Science Institute, and the UCSF Department of Epidemiology and Biostatistics.  

(3A)
The AIDS Research Institute (ARI) coordinates and integrates all AIDS research activities at UCSF.  The ARI stimulates innovation and supports interdisciplinary collaboration aimed at all aspects of the epidemic, domestically and around the world.  It is comprised of more than 50 independent programs and laboratories and brings together hundreds of scientists from the professional schools at UCSF, University-affiliated hospitals and laboratories, the San Francisco Department of Public Health, and the School of Public Health at UC Berkeley.  The AIDS Research Institute is committed to fostering innovative and integrated science—basic, clinical, prevention, and policy research—to prevent, understand, treat, and someday cure HIV infection; rapid dissemination of our findings; and training new scientists to continue working toward our ultimate goal of ending the HIV/AIDS epidemic.  
Within the ARI, the UCSF-Gladstone Institute of Virology and Immunology (GIVI) Center for AIDS Research (CFAR) leverages the scientific strengths of each institute to provide a central, strategic program focused on novel, interdisciplinary research in all aspects of HIV disease. Over 400 investigators utilize our administrative and scientific cores and services to support ongoing translational, collaborative research occurring at the intersection between basic, clinical and population sciences.  Our Center is structured to provide scientific direction and infrastructure support to translational research in basic, clinical and behavioral aspects of HIV disease. Services and programs housed within or funded by CFAR are available to HIV researchers at UCSF and our partner institutes. 

The UCSF Laboratory of Clinical Virology is a translational core virology research lab supporting basic and applied clinical research, focusing on HIV and AIDS. The laboratory is CLIA certified and offers PCR-based molecular diagnostic assays (HIV-1 genotypic drug resistance and viral load assays), high-resolution sequence-based HLA typing, HIV-1 cultures, ELISAs, specimen processing and shipping of infectious agents. 

The UCSF-GIVI Clinical/Population Sciences Core provides basic science and clinical investigators access to specimens and data from clinically well-characterized human subjects.  It also seeks to stimulate and support the design and implementation of innovative translational clinical studies.  This program is directed by Dr. Jeffrey Martin and Dr. Steven Deeks.  Services and expertise are available from Clinical and Population Science Core investigators, including consultations regarding the actual design of protocols; development of trial protocols and consent forms for IRB submission; developing and implementing subject identification and recruitment plans; facilitating real-time specimen collection (human and animal subjects), transportation and storage; creation of clinical trials/studies databases; data entry, such as offered in SCOPE; and consultation and performance of biostatistical analysis of trial data.  

Relevance to proposed K23: The ARI will provide the overall infrastructure for the proposed research.  It supports the SCOPE cohort through its laboratory, translational, biostatistical, and population science services.  In addition, the CFAR will contribute to my career development and training through its mentoring program.

(3B)
The UCSF Clinical and Translational Science Institute (CTSI):  The National Institutes of Health (NIH) has recently awarded UCSF more than $100 million over a period of five years to establish the CTSI, which will integrate and expand existing multidisciplinary clinical research centers (formerly General Clinical Research Centers [GCRC]), enhance training programs, provide incentives for collaborations between laboratory-based scientists and clinical researchers, and create a virtual home to foster better communication among them.  The CTSI enjoys widespread support across all four schools, the Graduate Division, UCSF Medical Center and the UCSF-affiliated San Francisco Veterans Affairs Medical Center, San Francisco General Hospital Medical Center and the J. David Gladstone Institutes.  It also has the support of and will include other area hospitals and institutions, such as the Children’s Hospital Oakland Research Institute, the Blood Systems Research Institute of San Francisco and the Kaiser Permanente, Division of Research. 
CTSI Clinical Research Centers: The CTSI Clinical Research Center (CCRC) is a key resource for CTSI investigators to perform their patient-oriented studies. The CCRC combines and integrates the three existing NIH-funded UCSF Clinical Research Centers at UCSF.  In addition, new CCRC units will soon be added to provide new research opportunities at the San Francisco Veterans Administration Medical Center and Kaiser Permanente; and the existing Pediatric Clinical Research Center satellite unit at Children’s Hospital of Oakland Research Institute will expand to include adults.  Dr. Bacchetti (co-mentor) directs the Biostatistical Consulting Unit of the CTSI.  Dr. Grunfeld (co-mentor) is a Master Consultant for the Research Design Unit of the CTSI.

San Francisco General Hospital (SFGH) CTSI Clinical Research Center: The aim of the SFGH CCRC is to study human pathophysiology and to evaluate innovative therapies. The SFGH CCRC, directed by Dr. Mark Jacobson, has nine inpatient beds, a skilled research nursing staff, and a mission to perform high-quality patient-based research. The synergy resulting from the close interaction of basic and clinical researchers will allow drugs that perform well in preclinical studies to proceed rapidly to the next level of testing through approved clinical protocols conducted at the SFGH CCRC. The CCRC also provides key support and space for the UCSF-Gladstone Immunology Core Laboratory, headed by GIVI investigator Dr. Robert Grant.  
San Francisco VA Medical Center (SFVAMC):  SFVAMC has the largest funded research program in the Veterans Health Administration.  We will utilize the SFVAMC CTSI Clinical Research Center (CCRC), which provides a state-of-the-art facility to support and promote the conduct of innovative, high quality clinical research.  It was created in 1999 as a joint venture between the SFVAMC and the Northern California Institute for Research and Education (NCIRE).  The CCRC provides support for various aspects of the SFVAMC research enterprise, including contract negotiations, financial management, subject recruitment, clinical procedures, laboratory specimen processing and packaging, record storage and administrative support for phase I to IV pharmaceutical studies and medical device trials.  The CCRC has incorporated quality assurance procedures into its daily standard operating procedures. The unit follows Good Clinical Practices, International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use Guidelines (ICH), and is FDA compliant. 

The CRC consists of over 1400 square feet of clinical research space, including two examination rooms, a certified BSL1 lab for sample handling and processing, interim storage, meeting space for investigators, rooms for monitor visits, study file storage and administrative offices. The CRC, in collaboration with the VAMCSF, includes an on site pharmacy with a dedicated Research Pharmacist.  The CRC is managed and operated by a Certified Clinical Research Coordinator and Nurse Manager who handle the CRC's daily operations. The CRC staff consists of two RNs, a BSN, research coordinators, a regulatory administrator, an experienced financial analyst, and an administrative staff.

Relevance to proposed K23: Patients from the SCOPE cohort are recruited from both SFGH and SFVAMC and therefore, both sites will be included in our study.  I have the endorsement of Dr. Joseph M. McCune, Program Director of the CTSI (see letter of support in Section 1), to use the clinical research centers at both sites.  These resources will be essential for the successful implementation of the proposed research protocol.  

(3C)
The UCSF Department of Epidemiology and Biostatistics: The Division of Biostatistics oversees biostatistical teaching and consultation. Faculty in this division carry out research on statistical methods, and collaborate with investigators in other UCSF departments in the areas of study design and data analysis, and in bioinformatics.  The Biostatistical Consulting Unit has been in operation since 1994 under the direction of Dr. Peter Bacchetti.  Its purpose is to provide UCSF researchers with a full range of biostatistical expertise and service, including: advice on statistical methods, performance of data analyses, interpretation of results, help preparing presentations and publications, help revising publications and dealing with referees.  

Relevance to proposed K23: I will have access to the services available in the Biostatistical Consulting Unit through Dr. Bacchetti.  In addition to the tutorials provided by Dr. Bacchetti, the Biostatistical Consulting Unit will be able to provide additional analyst time and consultative expertise as needed for the proposed research.

Example 7
May 4, 2006

National Institute of Diabetes & Digestive & Kidney Diseases

National Institutes of Health

6701 Rockledge Drive

Bethesda, MD  20892

Re:
Institutional Commitment to Neera Gupta, MD

Dear Sir or Madam:  

I am writing to convey my strongest support for Dr. Neera Gupta, who is submitting an application to the National Institute of Diabetes & Digestive & Kidney Diseases for a Mentored Patient-Oriented Research Career Development Award (K23).   


Dr. Gupta is finishing a 3-year research fellowship in Pediatric Gastroenterology and Nutrition. At the completion of her fellowship in June 2006, we intend to appoint Dr. Gupta as an Assistant Professor, with a full-time appointment in the Division of Pediatric Gastroenterology, Hepatology, and Nutrition. 


Under the mentorship of Drs. Heyman, Lustig, Vittinghoff, and Kohn, Dr. Gupta will devote 80% effort to the development of her clinical research career. To ensure that Dr. Gupta has adequate time to pursue these activities, her clinical responsibilities will be restricted to 4 weeks of attending on the pediatric gastroenterology clinic and 1-2 half-days per month performing procedures on patients with inflammatory bowel disease and general gastroenterology patients, thus enabling her to devote the vast majority of her time to her career development training and research activities. 


We are strongly committed to ensuring Dr. Gupta’s future success as an independent researcher and will provide the necessary supplies, personnel, and mentorship to guarantee her success. Specifically, the Department of Pediatrics at UCSF agrees to provide her:

· A private office and secretarial support.

· Computing equipment and statistical software.

· Equipment (including telephone, photocopying services, office supplies).

· Administrative support for grant assistance and management.

· Senior level mentorship and regular career counseling, both through Dr. Gupta’s primary mentor and co-mentors and through leadership in the Department of Pediatrics.

· Opportunities for formal and informal training through seminars, courses, and conferences.

· Opportunities for obtaining additional funds, both extramural and intramural by making her aware of funding opportunities, providing assistance on grant writing, and promoting her collaborative research across departments and at other institutions.

We have clear expectations for Dr. Gupta’s career advancement at UCSF. We expect her to continue towards promotion to Associate Professor of Medicine within 7 years of her promotion to Assistant Professor. Supporting her with this award will be invaluable in guaranteeing her academic progression.

Sincerely,

Samuel Hawgood, M.D.

Professor of Medicine, and Chair

Department of Pediatrics, University of California San Francisco
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