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Introduction:

This is a multidisciplinary postdoctoral award investigating the role of vitamin D in
aromatase inhibitor-induced osteoporosis in breast cancer. Building on the recipient’s
past experience in medicine, basic science and bone biology, the award supports the
recipient’s transition from basic science research towards establishing her as a successful
new translational investigator in the breast cancer field. In order to achieve this goal, the
award supports a basic science component (studies using an animal model), a prospective
clinical trial and education toward a master’s degree in the filed of epidemiology. The
basic science component focuses on the effect of vitamin D on breast cancer and
aromatase inhibitor-induced bone loss in an animal model. The clinical component is a
randomized controlled prospective trial of vitamin D in preventing aromatase inhibitor-
induced osteoporosis in breast cancer patients. The epidemiology component focuses on
the role of vitamin D in breast cancer and aromatase inhibitor-induced osteoporosis,
using methods of epidemiology, and the recipient is working towards obtaining a Master
of Science (MS) degree in Clinical Epidemiology.

Key Research Accomplishments:

During the reporting period, the recipient successfully made the transition towards
becoming an independent investigator in the breast cancer field. After several cycles of
optimizing and re-designing the protocol, I have presented the protocol to the Breast
Cancer Committee, the Scientific Review Committee, and received necessary approvals
including the IND from the FDA, Stanford's IRB and the DoD IRB. This process has
been particularly challenging because several regulatory agencies are involved in addition
to the two IRB’s (Stanford University and the DoD). The protocol has been repeatedly
modified to satisfy the ever-growing number of suggestions and requirements from the
various committees and agencies, and resulted in re-submissions and amendments. The
protocol is currently undergoing an amendment revision with the local Stanford IRB and
| expect to receive full approval and start enrollment by the end of February. Even though
my mentors provided guidance with the process, it has been quite a learning experience
to navigate this complex system. Another difficult barrier has been my lack of access to
the funds and my pending status with Stanford University. Because it is a violation of
Stanford University policy and federal regulations to recruit, enter, follow subjects or
analyze human subjects data unless the Pl has IRB approval for the project, funds for the
entire award has not been available until the protocol received Stanford IRB approval in
October 2008. This created an additional challenge, for lack of salary and access to
statistician and other support necessary for the preparation and submission of the
protocol. Relying on personal favors during this period made the process exceedingly
long and cumbersome. On the other hand, | am indebted to the countless individuals at
Stanford who's encouragement, help and personal favors made this project possible. This
hurdle resulted in delays in performing the animal studies, as well as taking classes for
full credit in the Epidemiology Master’s program.

As far as the animal studies, the recipient obtained all necessary approvals for the
experiments (both from Stanford University and the DoD), and the yearly renewal has
been satisfied as well. As the funds have not been available, the actual studies will be
performed during the second year of the award.



The recipient completed/audited the majority of core courses and requirements for the
Master’s degree in Epidemiology, and is currently working on the master’s thesis on the
role of vitamin D in breast cancer in general, with a special focus on aromatase inhibitor-
induced bone loss. Please see the Appendix for the full list of courses taken/audited.

Reportable OQutcomes:

The award recipient presented a poster at the Era of Hope meeting in Baltimore, MD,
June 25-28, 2008. The poster and the proposed research received positive comments from
breast cancer consumer advocates and fellow scientists as well.

Conclusions:

The recipient of this multidisciplinary postdoctoral award successfully made the
transition from basic science physician-scientist towards becoming a clinical and
translational research investigator. Despite the steep learning curve and challenges, she
obtained the necessary approvals to proceed with the randomized controlled trial.
Enrollment for the trial is expected to start at the end of February 2009. Approvals have
been obtained for the animal studies as well, and the studies will be performed during the
second year of the award. The recipient also audited/completed many of the courses
necessary for obtaining the master’s degree in epidemiology and currently working on the
master’s thesis in the field of vitamin D and breast cancer.
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Appendix:

List of courses taken/audited in the Epidemiology master’s program:
Fall 07/08

HRP 225 Design and conduct of clinical and epidemiologic studies
HRP 259 Introduction to probability and statistics for epidemiology
HRP 236 Epidemiology Research Seminar

HRP 223 Data management and statistical programming (selective)
Winter 07/08

HRP 226 Advanced epidemiology and clinical methods

HRP 261 Intermediate biostatistics: analysis of discrete data

MED 225 Responsible conduct of research
HRP 236 Epidemiology Research Seminar
HRP 230 Cancer epidemiology (selective)

Spring 07/08

HRP 251 Design and conduct of clinical trials

HRP 262 Intermediate biostatistics: regression, prediction, survival

HRP 216 Analytical and practical issues in clinical and epidemiology research
HRP 236 Epidemiology Research Seminar



Winter 08/09

Stats 211 Meta-analysis

HRP 351 Innovation in Health Care
HRP 399 Masters Thesis





