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Steve Jacobsen, MD, PhD

Director’s Message

The opportunity to do research that makes a real difference in health is one of the most
compelling aspects of our program at Kaiser Permanente Southern California. It is not
just the integrated care delivery system, or the size and diversity of the population, or the
electronic health record. It is what we can do when we bring scientific expertise into this
incredibly rich environment, and how we can transform health for the better by linking
research to practice.

This opportunity is a powerful recruiting tool, and has propelled our growth as we add

to the breadth and depth of our scientific team. In 2011, we recruited four new faculty
members: Dr. Michael Gould, Dr. Deborah Young, Dr. Mary Helen Black, and Dr. David
Glass. Dr. John Adams, a 2007 American Statistical Association fellow, joined the faculty
early in 2012. Their research interests include lung cancer and respiratory disease,
physical activity, diabetes, care delivery improvement, and quantitative health research.

Dr. Beth McGlynn, an internationally known expert on health care delivery, took the helm
of Kaiser Permanente’s new Center for Effectiveness and Safety Research in February
2011. She is based in Pasadena, California.

These researchers didn’t come here to make discoveries that may or may not make a
difference in health sometime in the next twenty years. They came because they saw an
opportunity to use research to improve health in tangible ways today.

Linking Scientific and Clinical Expertise

More and more, scientists and clinicians are collaborating to discover answers to
important clinical questions, with the ultimate aim of improving care delivery and health
outcomes.

One great example is a new project led by Dr. Ron Loo, a urologist at Downey Medical
Center. His study looks at current guidelines for evaluations of patients with one or two
occurrences of microscopic hematuria. The study will determine whether current referral
guidelines effectively identify patients who need evaluations to detect cancer, or if the
guidelines can be modified to reduce radiation exposure and save costs without missing
cancers.

The Department of Research & Evaluation continues to expand support for physician
research, from administrative support to project consultation. Engaging clinicians in
research is a critical component of our strategy to tighten the links between science and
operations as we grow our research program.

Part of that strategy is to start the connection between research and practice early, as
we generate ideas for new projects. In 2011, Southern California researchers embarked
on half a dozen projects that address questions arising directly from clinical practice.
Researchers are uncovering the risk factors for amputation in patients with diabetes,
exploring the relationship between hypertension control and chronic kidney disease,
and assessing the effectiveness of computerized decision-support tools in predicting
cardiovascular disease outcomes.

“Great researchers come here because they see an opportunity to
use research to improve health in tangible ways today.”

Kaiser Permanente Southern California | Department of Research & Evaluation



Building a Transformational Research Program

The real-world focus of our research portfolio makes Kaiser Permanente Southern
California attractive to external funders. Scientists from the Department of Research &
Evaluation obtained federal grants for several new projects in 2011, including two RO1
grants and one R21 from the National Institutes of Health. These projects will expand
knowledge about shingles, multiple sclerosis, bariatric surgery, and diabetes.

Our researchers have also had increasing success in obtaining industry funding for
research projects. Industry-funded investigations, which include observational studies as
well as clinical trials, help us better understand the safety and effectiveness of vaccines,
medications, and other treatments we provide to Kaiser Permanente members.

Our work to advance transformational research extends beyond the walls of Kaiser
Permanente. Last year, Kaiser Permanente Southern California hosted the first-ever
Clinical and Translational Science Partnership Conference in collaboration with the
University of Southern California. More than 200 scientists, clinicians, and health care
professionals from the Los Angeles area attended the conference, which included panels
on childhood obesity, diabetes, cardiovascular disease, mental health, cancer, and
infectious disease.

As our researchers discover answers to important health questions, they share
their findings with the community through scientific conferences and peer-reviewed
publications. Researchers published nearly 300 articles last year on topics related to
cancer, cardiology, diabetes, obesity, health services, and maternal-child health.

None of this work would be possible without the research staff. They keep operations
moving on a daily basis; they manage research projects, perform statistical analyses,
construct computer databases, organize grant submissions, coordinate clinical trials,

and troubleshoot computer problems. The staff also builds for the future, advancing our
research capabilities through operational improvement efforts and information technology
projects.

Looking to the future, | expect 2012 will be another year of impressive achievements. We
are expanding our Health Services Research, and are actively recruiting for three new
scientist positions by the end of the year. In partnership with the Division of Research in
Kaiser Permanente Northern California, we are launching a new research program on
genetics, the environment, and health. The department will also continue to improve and
expand infrastructure to support translational research at the Region and in the medical
centers, so that we can leverage the full potential of our integrated model and turn
research into reality for our members and the communities we serve.

Be well and thrive.

M

Steve Jacobsen, MD, PhD
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Left to right: Steve
Jacobsen, MD, PhD and
Sac Carreathers.

Department Leadership

Director of Research Steven Jacobsen, MD, PHD, and Director of Research
Administration Sac Carreathers work in partnership to lead a team of more than 200
people at the Department of Research & Evaluation.

Dr. Jacobsen has overall responsibility for the research enterprise in Kaiser Permanente
Southern California. He leads the Department of Research & Evaluation’s scientific team,
which includes about two dozen researchers. Dr. Jacobsen also serves as a liaison with
funders, university investigators, and research networks.

Sac Carreathers oversees the department’s business units. His responsibilities include
day-to-day operations management and long-term strategic planning. In his capacity as
the regional Research Integrity Officer, he oversees compliance with federal regulations
and institutional policies.

Department Staff

The department consists of the following teams: Research Scientists; Biostatistics,
Programming, and Research Database Services; Clinical Trials; Research Support;
Research Finance; Research Information Technology; Research Operations; and
Administrative Support.
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Research Program Overview

Kaiser Permanente Southern California’s research program emphasizes clinical,

epidemiological, behavioral, as well as health services research. The Department of

Research & Evaluation’s faculty has expertise in the following areas:

* Aging.

+ Cancer.

+ Cardiovascular disease.

+ Child and adolescent health.
« Comparative effectiveness.
+ Diabetes.

 Digestive system disorders.
* Eye research.

» Genetics.

» Gestational diabetes mellitus.

 Health economics.
+ Health equity.
 Health informatics.
* Health services.

+ HIV/AIDS.

Injury.

Kidney diseases.

Maternal-child health.

Medication adherence.

Men’s health.

Mental health.

Molecular epidemiology.
Neurological disorders.

Obesity.

Pharmacoepidemiology.
Prevention and behavior change.
Quality improvement.

Vaccine safety and effectiveness.
Violence and abuse.

Women'’s health.

Kaiser Permanente Southern California At-a-Glance

(as of January 2012)

Health Plan Members
Staff

Physicians

Nurses

Medical Centers
Medical Offices
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Support for Clinician Research

The Department of Research & Evaluation provides services to Kaiser Permanente
Southern California physicians and staff who conduct research. Scientific support services
include:

« Critiquing hypotheses and research questions.

+ Assisting with study design and protocols.

« ldentifying potential funding sources.

+ Guiding study implementation and data collection plans.

+ Consulting on statistical methods.

+ Performing power and sample size calculation.

* Providing programming and data management services.

« Employing statistical software for data analysis and interpretation of results.
« Formatting, submitting, and tracking manuscripts for publication.

Research Finance provides support for the development and submission of budgets
and contracts for grants, as well as fiscal and programmatic management of internal and
external research projects for medical center researchers as well as scientists within the
Department of Research & Evaluation.

Regional Research Committee

The Regional Research Committee provides funding for Kaiser Permanente Southern
California physicians and staff who want to pursue research. Applicants frequently work
with staff from the Department of Research & Evaluation to complete their project.

Each year, the Regional Research Committee recognizes outstanding physician
research with the Southern California Permanente Medical Group Research Award.

In 2011, that award went to Neal Lonky, MD, an obstetrician-gynecologist from
Orange County.

8 Kaiser Permanente Southern California | Department of Research & Evaluation



2011 Accomplishments
Grants and Awards

Kaiser Permanente Southern California received $19.1 million in new grant and contract
awards in 2011. These awards, which include federal grants and industry contracts, will
fund research at Kaiser Permanente Southern California over a period of years.

The department submitted nearly 320 grant and contract applications in 2011, including
more than 180 new submissions and about 130 renewals. These applications resulted in
more than 210 awards as of year-end. Kaiser Permanente Southern California was the
lead institution on more than 50 percent of all the grants submitted in 2011, up from 42
percentin 2010.

Prime vs. Subcontract Grant Proposals

More than 50 percent of all proposals submitted in 2011 included
Kaiser Permanente Southern California as the primary institution.

Annual Report | 2011 www.kp-scalresearch.org 9
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Research Funding

Funding for the Kaiser Permanente Southern California research program has increased
substantially during the past decade. Total funding jumped to $36.5 million in 2011, up
from $28.8 million in 2010. Federal grants contributed $12.2 million to the total funding.
Industry contracts totaled $7.7 million. Kaiser Permanente provided the remaining funds.
Internal funding sources include Kaiser Permanente Community Benefit, the Southern
California Permanente Medical Group, the Garfield Memorial Fund, and other sources.

KPSC Research Program Financial Trend
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Federal Grant Highlights

Research scientists and physician researchers are principal investigators and co-
investigators on research projects funded by the National Institutes of Health, the Centers
for Disease Control and Prevention, the Agency for Healthcare Research and Quality,
and the Food and Drug Administration. Ongoing federally funded studies seek to expand
scientific and clinical understanding of significant health issues including obesity, diabetes,
cancer, vaccine safety, and mental health.

The National Institutes of Health awarded several new grants to Kaiser Permanente
Southern California in 2011, including two Research Project Grants, or RO1s, and an
Exploratory/Developmental Research Grant Award (R21).

Vitamin D, Race/Ethnicity, Genotype and Multiple Sclerosis (R01)

Principal Investigator: Annette Langer-Gould, MD, PhD, MS
Funding Agency: National Institute of Neurological Disorders and Stroke

Recent studies suggest that maintaining adequate vitamin D levels can reduce the risk
for multiple sclerosis (MS) and lessen the severity of symptoms for people who already
have the condition. This study will determine whether a deficiency in vitamin D, or
hypovitaminosis D, is a more important risk factor in certain groups of people. In particular,
researchers will evaluate whether there are differences among people with darker skin

or people with a genetic predisposition to either MS or hypovitaminosis D. Researchers
will recruit study participants from Kaiser Permanente Southern California’s multiethnic
population to address these questions. Findings have the potential to influence guidelines
on vitamin D supplementation as a strategy to prevent MS and manage its symptoms.

Kaiser Permanente Southern California | Department of Research & Evaluation



Zoster Vaccine and Risk Factors of Zoster and Post-Herpetic Neuralgia
(RO1)

Principal Investigator: Hung Fu Tseng, PhD, MPH
Funding Agency: National Institute of Allergy and Infectious Disease

Although the herpes zoster vaccine has been shown to reduce the risk of shingles, some
vaccinated individuals still experience outbreaks. This study seeks to understand why the
vaccine occasionally fails to prevent shingles. Researchers will explore whether shingles
in vaccinated adults is from the Oka strain of the varicella zoster virus—the strain used

to produce the vaccine—or if it is a reactivation of wild-type chicken pox. They will also
identify risk factors for shingles among vaccinated individuals. Additionally, researchers will
study risk factors for post-herpetic neuralgia, a painful complication of shingles that can
persist for months after the rash disappears.

Fitness and Exercise for Post-Bariatric Patients (R21)

Principal Investigator: Karen J. Coleman, PhD, MS
Funding Agency: National Institute of Diabetes and Digestive and Kidney Diseases

Exercise is an important factor in successful weight loss after bariatric surgery, but
individuals who have undergone this procedure often have difficulty adopting and
adhering to a fitness program. This study will adapt an exercise program originally
developed for people with arthritis, tailoring it to the needs of people who have had
bariatric surgery. Researchers will recruit subjects for a six-month exercise program,
followed by a six-month maintenance program. They will evaluate the effectiveness of the
program, using statistical methods to assess the program’s effect on weight loss, fitness,
mobility, body image, and exercise enjoyment.

New Collaborations

Researchers also partner with other organizations to extend the impact and value of
Kaiser Permanente Southern California’s capabilities. Ongoing collaborations include
consortiums and research networks studying cancer, diabetes, vaccines, mental health,
and cardiovascular health.

Featured Collaboration: Beta-Cell Preservation through Fat Mitigation

Principal Investigator: Anny Hui Xiang, PhD
Funding Agency: National Institute of Diabetes and Digestive and Kidney Diseases

Type 2 diabetes occurs when pancreatic beta cells fail progressively over time to produce
enough insulin to compensate for chronic insulin resistance. Evidence suggests that
obesity and its adverse metabolic effects are primary drivers of insulin resistance and
declining beta-cell function. In collaboration with University of Southern California, this
project tests whether treatments that mitigate the metabolic effects of obesity may
preserve or restore beta-cell function in individuals with pre-diabetes and mild type 2
diabetes. Specifically, researchers will compare the effects of weight loss induced by
gastric banding to standard drug treatment (metformin). Researchers will study changes
in markers of beta-cell health and learn about the relationship between obesity and beta-
cell health. This study is part of the National Institutes of Health RISE (Restoring Insulin
SEcretion) consortium, which aims to determine the feasibility of different intervention
approaches to preserve beta-cell function in individuals with pre-diabetes or mild diabetes.

Annual Report | 2011 www.kp-scalresearch.org 11
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Industry Contracts

Pharmaceutical companies and device makers fund clinical trials, feasibility assessments,
health economic evaluations, and post-marketing studies at Kaiser Permanente Southern
California. Many of these studies pave ways to innovative therapies or treatment protocols
for cancer, infectious diseases, and chronic conditions. Others assess the safety and
effectiveness of the treatments offered to Kaiser Permanente members.

Featured Contract: Menveo Post-Marketing Safety Study

Principal Investigator: Hung Fu Tseng, PhD, MPH
Funding Source: Novartis

This study will evaluate the safety of the meningococcal vaccine, or Menveo vaccine, in
routine clinical care for children and adolescents. Researchers will evaluate the incidence
of certain types of medical conditions, such as neurological or autoimmune conditions,
that have been identified as potential safety concerns for the vaccine. For children 2 to 10
years old, researchers will also catalog emergency room visits or inpatient care. The Food
and Drug Administration approved the Menveo vaccine in January 2011 for children 2 to
10 years of age. The vaccine has been approved for use in adolescents and adults since
February 2010.

Publications

Kaiser Permanente Southern California investigators continue to ask and answer
questions that have the potential to transform clinical practices and improve health.
Papers published in 2011 compared the safety and effectiveness of drug and treatment
protocols, explored the incidence and outcomes of common chronic conditions, and
evaluated strategies to influence health behaviors.

Researchers in Kaiser Permanente Southern California published nearly 300 articles in
peer-reviewed journals in 2011. They served as lead authors on 150 of those articles.

The following featured first-author studies illustrate the breadth of growing expertise within
the Kaiser Permanente Southern California research communities. For a complete list of
publications, see the Bibliography of 2011 Publications on page 39.

Long-Term Safety of Radiotherapy and Breast Cancer Laterality in Older
Survivors

While radiotherapy after breast cancer surgery can prevent recurrence and extend
survival, there are concerns about the long-term impact on cardiovascular health. In this
study, researchers found that women treated with radiotherapy for left-side breast cancer
had a slightly higher increased risk of cardiovascular disease compared with women with
breast cancer on the right side. The findings point to a need to consider laterality of tumors
in understanding the relationship between radiotherapy and cardiovascular disease."

1 Haque R, Yood MU, Geiger AM, Kamineni A, Avila CC, Shi J, Silliman RA, Quinn VP. Long-
term safety of radiotherapy and breast cancer laterality in older survivors. Cancer Epidemiol
Biomarkers Prev. 2011;20:2120-2126.

Kaiser Permanente Southern California | Department of Research & Evaluation



Daily or Intermittent Budesonide in Preschool Children with Recurrent
Wheezing

Researchers found that preschool children with recurrent wheezing fared no better on a
daily low dose regimen of budesonide than children who received intermittent high doses
of the same drug for seven days with respiratory tract illnesses. This challenges existing
recommendations for children under 5 years old who are at risk for persistent asthma.?

Teen Peer Educators and Diabetes Knowledge of Low-Income Fifth
Grade Students

Researchers evaluated a unique peer education program for fifth grade children focused
on type 2 diabetes prevention. The program involved nearly two dozen high school
students of minority background as peer educators. The peer educators planned and
organized a two-hour health fair for the fifth graders. After the fair, researchers found a
significant increase in how much the fifth graders knew about diabetes and its warning
signs.3

Research in the News

Research and innovation in Kaiser Permanente Southern California generated more
than 2,000 positive news stories in 2011, according to a media analysis by Kaiser
Permanente’s outside public relations firm, Golin Harris. The following studies contributed
to that positive media coverage.

Shingles Vaccine Associated with 55 Percent Reduced Risk of Disease

Receiving the herpes zoster vaccine was associated with a 55 percent reduced risk
of developing shingles, according to a study published in the Journal of the American
Medical Association.*

Non-Steroidal Anti-Inflammatory Drugs Linked to Increased Risk of
Erectile Dysfunction

Men who take non-steroidal anti-inflammatory drugs three times a day for more than three
months are 2.4 times more likely to have erectile dysfunction compared to men who do
not take those drugs regularly, according to a study published in The Journal of Urology.®

2 Zeiger RS, Mauger D, Bacharier LB, Guilbert TW, Martinez FD, Lemanske RF, Jr., Strunk RC, Co-
var R, Szefler SJ, Boehmer S, Jackson DJ, Sorkness CA, Gern JE, Kelly HW, Friedman NJ, Mellon
MH, Schatz M, Morgan WJ, Chinchilli VM, Raissy HH, Bade E, Malka-Rais J, Beigelman A, Taussig
LM. Daily or intermittent budesonide in preschool children with recurrent wheezing. N Engl J Med.
2011;365:1990-2001. PMCID: 3247621.

3 Coleman KJ, Clark AY, Shordon M, Ocana LL, Walker C, Araujo RA, Oratowski-Coleman J, Philis-
Tsimikas A. Teen peer educators and diabetes knowledge of low-income fifth grade students. J
Community Health. 2011;36:23-26.

4 Tseng HF, Smith N, Harpaz R, Bialek SR, Sy LS, Jacobsen SJ. Herpes zoster vaccine in older
adults and the risk of subsequent herpes zoster disease. JAMA. 2011;305:160-166.

5 Gleason JM, Slezak JM, Jung H, Reynolds K, Van den Eeden SK, Haque R, Quinn VP, Loo RK,

Jacobsen SJ. Regular nonsteroidal anti-inflammatory drug use and erectile dysfunction. J Urol.
2011;185:1388-1393.

Annual Report | 2011 www.kp-scalresearch.org 13



14

Invasive Tests for Urinary Tract Cancer may have Minimal Diagnostic
Value

Hematuria, or blood in the urine, may trigger a battery of tests for urinary tract cancer
that are invasive and can unnecessarily expose patients to radiation, yet the procedures
contribute little to the diagnosis, according to a study published in The Journal of Urology.®

Administering Pneumococcal and Shingles Vaccines Together is
Beneficial

Administering both the pneumococcal and the herpes zoster vaccines to patients during
the same visit is beneficial and does not appear to compromise the protective effect of the
zoster vaccine, according to a study published in the journal Vaccine.”

Extremely Obese Children Have Higher Prevalence of Psoriasis, Higher
Heart Disease Risk

Children who are overweight or obese have a significantly higher prevalence of psoriasis,
and teens with psoriasis, regardless of their body weight, have higher cholesterol levels,
according to a Kaiser Permanente study published in the Journal of Pediatrics.®

Youth with Diabetes More Likely to Have Asthma

Children and young adults with diabetes are more likely to have asthma, which may affect
their ability to manage their diabetes. It may be more challenging for youth with asthma to
maintain good glycemic control especially if their asthma is left untreated, according to a
study from the SEARCH Study Group, published in Pediatrics.®

Common Medications Can Contribute to Lower Urinary Tract Symptoms
in Men

Use of selected prescription medications, including antidepressants, antihistamines,
bronchodilators, anticholinergics, sympathomimetics, and diuretics contribute to 10
percent of lower urinary tract symptoms among men, according to a study published in the
Archives of Internal Medicine.®

6 Jung H, Gleason JM, Loo RK, Patel HS, Slezak JM, Jacobsen SJ. Association of hematuria on
microscopic urinalysis and risk of urinary tract cancer. J Urol. 2011;185:1698-1703

" Tseng HF, Smith N, Sy LS, Jacobsen SJ. Evaluation of the incidence of herpes zoster after
concomitant administration of zoster vaccine and polysaccharide pneumococcal vaccine. Vaccine.
2011;29:3628-3632.

8 Koebnick C, Black MH, Smith N, Der-Sarkissian JK, Porter AH, Jacobsen SJ, Wu JJ. The as-
sociation of psoriasis and elevated blood lipids in overweight and obese children. J Pediatr.
2011;159:577-583. PMCID: 3168116.

% Black MH, Anderson A, Bell RA, Dabelea D, Pihoker C, Saydah S, Seid M, Standiford DA,
Waitzfelder B, Marcovina SM, Lawrence JM. Prevalence of asthma and its association with
glycemic control among youth with diabetes. Pediatrics. 2011;128:e839-847.

© Wuerstle MC, Van Den Eeden SK, Poon KT, Quinn VP, Hollingsworth JM, Loo RK, Jacobsen
SJ. Contribution of common medications to lower urinary tract symptoms in men. Arch Intern Med.
2011;171:1680-1682. PMCID: 3351272.

Kaiser Permanente Southern California | Department of Research & Evaluation



African American Women with Gestational Diabetes Face High
Long-term Diabetes Risk

African American women who develop gestational diabetes mellitus face a 52 percent
increased risk of developing diabetes in the future compared with white women who
develop the condition during pregnancy, according to a study published in the journal
Diabetologia.”

Erectile Dysfunction Increases with Use of Multiple Medications
According to Kaiser Permanente Study

The use of multiple medications is associated with increased severity of erectile
dysfunction, according to a Kaiser Permanente study published online in the British
Journal of Urology International.”

"t Xiang AH, Li BH, Black MH, Sacks DA, Buchanan TA, Jacobsen SJ, Lawrence JM. Racial and
ethnic disparities in diabetes risk after gestational diabetes mellitus. Diabetologia. 2011;54:3016-
3021.

2 _ondono DC, Slezak JM, Quinn VP, Van Den Eeden SK, Loo RK, Jacobsen SJ. Population-
based study of erectile dysfunction and polypharmacy. BJU Int. 2011. (ePub)
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Faculty Research Programs

Research Scientists
Annette Adams, PhD, MPH | Research Scientist |

Dr. Annette Adams’ primary research interests relate to orthopedic injuries, particularly of
the hip and lower extremities. She has focused mainly on injuries in older adults, and has
a particular interest in examining hospital-level influences and the effects of processes-
of-care on outcomes in these patients. Additionally, Dr. Adams has begun examining how
pre-existing and co-morbid conditions affect outcomes in patients undergoing hip or knee
arthroplasty. Dr. Adams also has an interest in studying injuries in children.

John L. Adams, PhD | Research Scientist Biostatistician llI

Dr. John Adams’ interests include statistical methods for profiling managed care
organizations, provider groups, and individual providers. His current work focuses on
improving quantitative methods in quality assessment, and improving study design. He
has participated in a wide range of research projects including measuring the quality of
care for adults and children in the United States, designing a national quality monitoring
system for Medicare beneficiaries, and evaluating chronic care improvement interventions
in the U.K. and Europe. Dr. Adams is a Fellow of the American Statistical Association.
Some of Dr. Adams most recent research includes a federally funded project that
evaluated the reliability of provider cost and quality profiles in Massachusetts.

Mary Helen Black, PhD, MS | Research Scientist Biostatistician |

Adjunct Faculty, Biological Sciences, California State University Los Angeles, Los
Angeles, California

A biostatistician and genetic epidemiologist, Dr. Mary Helen Black focuses on the
application and development of statistical methods in order to better understand the
genetic architecture of gestational and type 2 diabetes, obesity, and cardiovascular
disease. She also studies environmental influences and their complex interaction with
genetic background. Other research interests include medication adherence, comparative
effectiveness, and pharmacogenetics studies aimed at improving outcomes in the
treatment of diabetes and cardiovascular disease.

Chun Chao, PhD, MS | Research Scientist |

Adjunct Assistant Professor, Epidemiology, University of California, Los Angeles,
Los Angeles, California

Dr. Chun Chao’s research interests include identification of risk and protective factors for
cancer; identification of prognostic markers for cancer disease progression; identification
of predictors for adverse events associated with cancer treatment; and utilization of the
human papillomavirus vaccine. She leads several cancer epidemiology projects with an
emphasis on non-Hodgkin lymphoma, HIV-related malignancies, and prostate cancer.
She is particularly interested in survivorship and tissue-based research. Her current
studies examine the protective factors for primary and secondary cancer prevention,
including the role of pharmacological agents and immunomodulation in lymphoma

and prostate cancer; identification of prognostic tumor marker for HIV-related diffuse
large B-cell lymphoma; and identification of risk factors for chemotherapy associated
neutropenia.

Kaiser Permanente Southern California | Department of Research & Evaluation



Craig Cheetham, PharmD, MS | Pharmacist

Dr. Craig Cheetham'’s research interests include drug and vaccine safety, medication
adherence, health services research, and pharmaceutical outcomes. He has studied the
safety of vaccines and medications taken by pregnant women. Dr. Cheetham has done
research on the cardiovascular risks of medication including attention deficit hyperactivity
disorder drugs and hormonal contraceptives. He is especially interested in research that
can be translated into medical practice. Dr. Cheetham practiced hospital-based clinical
pharmacy for nearly 20 years before moving into his current position as a researcher
within the Pharmacy Analytical Services Department at Kaiser Permanente Southern
California.

Karen J. Coleman, PhD, MS | Research Scientist Il

Adjunct Associate Professor, Graduate School of Public Health, San Diego State
University, San Diego, California; Adjunct Associate Professor, Department of Preventive
Medicine, University of Southern California, Los Angeles, California

Dr. Karen Coleman’s research interests include the behavioral, social, and environmental
determinants of child, adolescent, and adult obesity. She is trained as a behavioral
interventionist and has conducted several school health studies of interventions to reduce
child obesity in low-income, primarily minority school districts. Dr. Coleman currently is
creating a registry of Kaiser Permanente Southern California patients who have had
weight loss surgery. The registry will be used for research and patient care management.
She also is the lead investigator for Kaiser Permanente Southern California in the Mental
Health Research Network funded by the National Institute of Mental Health. Her specific
interests in this area are cross-cultural mental health promotion and measurement as
well as the role of mental iliness and health in the etiology of child, adolescent, and adult
obesity.

Kim N. Danforth, ScD, MPH | Research Scientist |

Dr. Kim Danforth has broad interests in health research and has studied a wide range
of risk factors urinary incontinence and ovarian, prostate, endometrial, and colorectal
cancers. These include self-reported lifestyle factors, circulating markers, and genetic
data, and outcomes. She has conducted prospective, nested case-control, and cross-
sectional analyses of several large cohort studies. Dr. Danforth’s focus on answering
research questions that can be directly translated into practice is what brought her to
Kaiser Permanente, where she has been participating in the development of the Kaiser
Permanente Center for Effectiveness and Safety Research.

Stephen F. Derose, MD, MSHS | Research Scientist |

Dr. Stephen Derose’s research focuses on primary and secondary prevention of chronic
disease at the individual and population levels. He uses a variety of research methods
to address questions regarding clinical care delivery and outcomes. His areas of interest
include chronic kidney disease, sleep disorders, cardiovascular disease, diabetes, and
emergency department outcomes.

Annual Report | 2011 www.kp-scalresearch.org 17
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Donald S. Fong, MD, MPH | Director of Clinical Trials Research

Dr. Donald Fong's research interests are in the field of retinal diseases. He has conducted
observational studies and clinical trials in diabetic retinopathy and macular degeneration.
Additionally, Dr. Fong is interested in the ocular safety of systemic medications. Dr. Fong
is a practicing ophthalmologist at the Kaiser Permanente Baldwin Park Medical Center.

Darios Getahun, MD, PhD, MPH | Research Scientist|

Clinical Assistant Professor, Obstetrics and Gynecology, Robert Wood Johnson Medical
School, University of Medicine and Dentistry New Jersey, New Brunswick, New Jersey

Dr. Darios Getahun’s current research focus and interests include population-based
studies related to perinatal and child health issues, successive pregnancy outcomes, fetal
origin of childhood diseases, asthma morbidity and mortality, and health disparities. Dr.
Getahun studies the heritability of various adverse perinatal outcomes among singleton
and multiple births to examine the contribution of genetic and shared intrauterine factors.
He is also a member (co-investigator) of the research team that is exploring the impact

of medication use in pregnancy on adverse perinatal outcomes in Kaiser Permanente
members.

David Glass, PhD | Operational Research Scientist Il

Dr. David Glass’ research interests include the decision-making process of members,
patients, and doctors on a variety of health care and delivery system issues. He uses
qualitative and quantitative methods to understand how knowledge, beliefs, values,
perceptions, emotions, and environment play a role in individual and group decisions.
His research interests include: the relationship of health and productivity in the work
setting; how segments, incentives, and social networks can reduce obesity of a defined
population; how patients and doctors evaluate complex episodes of care; how primary
care physicians make career choices; how patients choose among various sites for care;
and how end-of-life preferences and experiences among patients and doctors can be
systematically captured and acted upon.

Michael Gould, MD, MS | Assistant Director for Health Services and
Implementation Research

Research Associate Professor of Medicine, Keck School of Medicine, University of
Southern California, Los Angeles, California

Dr. Michael Gould uses the tools of meta-analysis, decision analysis, cost-effectiveness
analysis, and large database analysis to examine multiple dimensions of health care
quality (including safety, effectiveness, efficiency, equity and timeliness of care) for people
with lung cancer, venous thromboembolism, and respiratory disease. His other interests
include the development and implementation of clinical practice guidelines, and the use of
computerized decision-support systems to improve the quality of care.
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Reina Haque, PhD, MPH | Research Scientist Il

Dr. Reina Haque is a cancer epidemiologist whose research interests include
pharmacoepidemiology, cancer screening, and molecular markers of prognosis and
cancer survivorship. She has led studies on breast, colorectal, and prostate cancer. Dr.
Haque has conducted research using electronic health records to study cancer incidence,
treatment, cancer recurrence, pathology, and pharmaceutical use. She is leading a multi-
site study that examines common drug interactions in a large cohort of breast cancer
survivors. Dr. Haque also serves as the scientific advisor to the Kaiser Permanente
Southern California tumor registry.

Steven J. Jacobsen, MD, PhD | Director of Research

Research Professor of Preventive Medicine, Keck School of Medicine, University of
Southern California, Los Angeles, California

A chronic disease epidemiologist by training, Dr. Steven Jacobsen has recently been

the principal investigator on two large, pivotal post-licensure vaccine safety studies and
is the site principal investigator for the Kaiser Permanente Southern California Vaccine
Safety DataLink. He served as the lead epidemiologist for a variety of population-based
studies, including studies of prostate disease (benign and malignant), vaccine safety and
immunogenetics, rheumatoid arthritis, and many chronic diseases. He has authored or
co-authored more than 400 peer-reviewed manuscripts and has served on the editorial
board of the American Journal of Epidemiology since 1997 and for Vaccine since 2011.
From 1997 to 2001, he was a charter member of the Epidemiology and Disease Control
Study Section 1 for the Center for Scientific Review, National Institutes of Health. He also
has served on and chaired numerous special emphasis panels.

Jason Jones, PhD | Research Scientist I

Adjunct Assistant Professor, Biomedical Informatics, University of Utah, Salt Lake City,
Utah

Dr. Jason Jones’ research aim is to support improvement in patient care through clinical
decision support. His research focuses on patient identification, risk prediction, and
treatment strategy selection around emergency department and inpatient encounters.
Examples include rapid identification of patients with sepsis in the emergency room;
prediction of venous thrombosis in hospitalized patients; and hospital admission decision
support for patients with community acquired pneumonia. To maximize the clinical utility
of existing electronic health and administrative data, Dr. Jones has spent time developing
methodologies for storing, retrieving, analyzing, and presenting medical data from the
individual patient encounter to the population level.

Aniket A. Kawatkar, PhD, MS | Research Scientist |

Dr. Aniket Kawatkar’s broad research interests are in health inequity and disparities; health
care and pharmaceutical utilization; and associated economic, clinical, and humanistic
outcomes. Dr. Kawatkar uses established methods from econometrics, cost-effectiveness,
conjoint analysis and net-benefit analysis to evaluate interventions and treatments

aimed at improving patient care in real-world clinical settings. His research focus at

Kaiser Permanente Southern California is on advancing methods and understanding of
comparative effectiveness, medication compliance and persistence, cost and expenditure
data modeling, health-related quality of life, and health utility elicitation in chronic diseases.
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Corinna Koebnick, PhD, MSc | Research Scientist Il

Dr. Corinna Koebnick is an obesity epidemiologist. Her primary research focus is to
investigate health consequences of obesity in children and young adults, and to improve
health services for young people with obesity-related conditions. Health consequences
include conditions that are associated with chronic inflammation, increased cardiovascular
disease risk, metabolic syndrome, and some cancers. Dr. Koebnick also leads the Kaiser
Permanente Southern California Research Program on Genes, Environment, and Health,
a large biobank resource that will link comprehensive electronic medical records, relevant
behavioral and environmental factors, and genetic information from consenting health plan
members. The program is designed to identify genes and other factors involved in the
pathogenesis of health conditions as well as in the determination of treatment modalities
that will affect a successful outcome.

Annette M. Langer-Gould, MD, PhD, MS | Research Scientist |

Associate Clinical Professor, Keck School of Medicine, University of Southern California,
Los Angeles, California

Dr. Annette Langer-Gould’s research interests include multiple sclerosis,
neuroepidemiology, prognosis of chronic diseases, novel randomized controlled clinical
trial designs, and the role of biomarkers and surrogate outcomes in clinical research.
She has conducted studies on pregnancy and the modulation of multiple sclerosis,

and is currently conducting a study on the role of vitamin D and genotype on the risk of
developing multiple sclerosis. Dr. Langer-Gould is a practicing neurologist at the Kaiser
Permanente Los Angeles Medical Center.

Jean M. Lawrence, ScD, MPH, MSSA | Research Scientist lli

Research Associate Professor, Keck School of Medicine, University of Southern
California, Preventive Medicine, Los Angeles, California

Dr. Jean Lawrence’s research focuses on type 1 and type 2 diabetes in children,
adolescents, and young adults, as well as pregestational diabetes and gestational
diabetes mellitus. Dr. Lawrence is the principal investigator for the California Center

of the SEARCH for Diabetes in Youth Study where she focuses on the incidence and
outcomes of type 1 and type 2 diabetes in children, risk factors for short- and long-term
complications, and the impact of diabetes on quality of life, including depression. Among
childbearing women, her work examines trends and risk factors for gestational diabetes
mellitus, postpartum glucose screening and follow-up, antidiabetic medication use prior
to and during pregnancy, and progression to type 2 diabetes. An emphasis on identifying
health disparities underpins much of this work.

Marlene M. Lugg, DrPh, MPH | Research Scientist |

Adjunct Professor, West Coast University, Health Care Administration, Los Angeles,
California

Dr. Marlene Lugg’s research interests are primarily in three areas: studies of
immunization practices, quality, and vaccine safety; development of health information
systems, including data linkage and immunization tracking systems (registries); and the
causes and control of accidental injury.
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Elizabeth A. McGlynn, PhD | Director, Kaiser Permanente Center
for Effectiveness & Safety Research

Dr. Elizabeth McGlynn is responsible for oversight of the Kaiser Permanente Center

for Effectiveness and Safety Research, a network of investigators, data managers,

and analysts experienced in effectiveness and safety research in Kaiser Permanente’s
regional research centers. The Center draws on more than 200 Kaiser Permanente
researchers and clinicians, along with Kaiser Permanente’s 9 million members and their
electronic health records, to conduct patient-centered effectiveness and safety research
on a national scale.

Virginia P. Quinn, PhD, MPH | Research Scientist Il

Dr. Virginia Quinn is a behavioral health and health services researcher. Her research
focus includes the development and testing of interventions for changing diet, physical
activity, smoking, and adherence to medications and medical treatment in diverse patient
populations and families. Her research interests in the area of quality of care include
breast cancer treatment and screening, tobacco policy, and treatment for psychosocial
distress.

Kristi Reynolds, PhD, MPH | Research Scientist|

Dr. Kristi Reynolds is an epidemiologist with research interests in the etiology, prevention,
and treatment of cardiovascular disease. Her work includes studies of risk factors for heart
disease, stroke, diabetes, and end-stage renal disease; trends in diabetes, obesity, and
cardiovascular disease rates; prevention of hypertension and stroke; and quality of care
among overweight and obese patients. Dr. Reynolds serves on the Kaiser Permanente
Southern California Medication Adherence Steering Committee and is involved in
interventions to improve medication adherence. She is a former scholar of the Building
Interdisciplinary Research Careers in Women’s Health program, which is funded by the
National Institutes of Health. Dr. Reynolds serves on the Diabetes Care and Hypertension
editorial boards and is the site principal investigator for several collaborations funded by
the National Institutes of Health and the Agency for Healthcare Research and Quiality.

Hung Fu Tseng, PhD, MPH | Research Scientist lll

Dr. Hung Fu Tseng’s research focuses on infectious diseases, and vaccine safety and
effectiveness. Areas of interest include zoster, varicella, rubella, hepatitis B, Japanese
encephalitis, pneumococcal conjugate in children, and pneumococcal polysaccharide
in adults. Dr. Tseng has led several multicenter studies and has expertise in analytical
methods for a variety of study designs used in vaccine safety and effectiveness. He is
the principal investigator for a five-year study of the zoster vaccine and herpes zoster
funded by a National Institutes of Health Research Project Grant (R01). He also leads
three Vaccine Safety Datalink studies funded by the Centers for Disease Control and
Prevention: the zoster vaccine safety study, the PCV 13 Rapid Cycle Analysis study for
children, and the safety study for off-label use of Tdap in elders. Dr. Tseng also is the
principal investigator for a post-licensure safety study of the meningococcal vaccine
supported by Novartis.
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Anny Hui Xiang, PhD, MS | Research Scientist Biostatistician lll

Adjunct Research Associate Professor, Department of Preventive Medicine, Keck School
of Medicine, University of Southern California, Los Angeles, California

As an investigator and applied biostatistician, Dr. Anny Xiang uses statistical
methodologies to understand disease development and to conduct clinical trials in disease
prevention and intervention. Her focus has been on diabetes, cardiovascular disease,
and obesity control. She has extensive experience in the design, conduct, and execution
of data analyses for observational epidemiological studies and clinical trials. Dr. Xiang

is interested in understanding genetic and environmental factors in diabetes risk. She
also studies the racial and ethnic differences in risks of various diseases associated with
gestational diabetes. Additional research interests include methodological investigation
of biostatistical questions arising from research studies, collaborative investigations

of etiology, biology and risk factors for disease development and drug safety; and
appropriate design of clinical trials to assess treatment and intervention efficacy and
effectiveness.

Deborah Rohm Young, PhD, MBA | Research Scientist lll

Visiting Professor, Epidemiology and Biostatistics, University of Maryland, College Park,
Maryland

Dr. Deborah Rohm Young’s research includes the conduct of community-based physical
activity intervention trials. She is specifically interested in interventions targeting minority
women and adolescent girls, segments of the population that suffer the most profound
health consequences of a sedentary lifestyle. Additionally, Dr. Young is establishing a
research agenda to investigate methods to prevent childhood obesity, particularly in
African-American youth. She works to ascertain how targeted food marketing to African-
American communities may contribute to obesity prevalence, and how partnerships can
be formed with communities and strategies developed to halt this practice.

Post-Doctoral Research Fellows

Rulin C. Hechter, MD, PhD

Dr. Rulin Hechter’s research focuses mainly on infectious diseases, and vaccine safety
and effectiveness studies. She is interested in factors associated with vaccine uptake,
HIV infection-associated cardiovascular disease and aging, interventions to address
disparity in HIV treatment retention and adherence, and interventions to improve hepatitis
B screening rates among Asian adults. She is experienced with multicenter studies,
including the National Institutes of Health-funded Multicenter AIDS Cohort Study, and

the CDC-funded Vaccine Safety DatalLink studies. She serves as a co-investigator of the
Vaccine Safety DataLink studies at Kaiser Permanente Southern California. She also is
working on a large, post-licensure vaccine safety study.

Kimberly Porter, PhD, MPH

Dr. Kimberly Porter’s interests include various aspects of cancer research, such as
epidemiology and prevention, outcomes and survivorship, epidemiologic methods, and
health disparities. Her current projects examine racial and ethnic differences in the interval
from diagnosis to treatment after a diagnosis of prostate cancer, and the occurrence of
clinical diagnosis prior to biopsy. Dr. Porter serves as co-investigator on a prostate cancer
quality-of-life study. She also is interested in the treatment decision-making process for
prostate cancer among different racial and ethnic groups.
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Lauren P. Wallner, PhD, MPH

Dr. Lauren Wallner’s research interests include understanding the determinants,
outcomes, and utilization of health services associated with cancer and other chronic
diseases. Specifically, her research focuses on benign and malignant urologic conditions
such as prostate cancer, urinary incontinence and benign prostatic hyperplasia. Her
recent projects include understanding the role obesity and diabetes play in influencing

the development and detection of prostate cancer, identifying outcomes associated with
the treatment and management of urologic conditions, understanding the health care
utilization of prostate cancer survivors and determining factors associated with prostate
cancer mortality. She also is interested in identifying new ways to apply epidemiologic and
cross-disciplinary methods to further the understanding of these chronic conditions.

Adjunct Investigators
Somjat S. Brar, MD, MPH | Adjunct Investigator

Dr. Somjat Brar’s research interests include the role of medical devices and medications
in the management of patients with cardiovascular diseases; comparative-effectiveness
of medical devices, strategies, and medications for the management of coronary artery
disease and related outcomes; predictors, outcomes, and therapies for contrast medium-
induced nephropathy; rare cardiomyopathies; and meta-analysis and decision-making
processes in cardiovascular medicine.

Sirichai Chayasirisobhon, MD | Adjunct Investigator

Dr. Sirichai Chayasirisobhon’s research interests include the mechanism of refractory
epilepsy, the use of vagus nerve stimulation for epilepsy, and clinical trials of new
antiepileptic drugs.

R. James Dudl, MD | Adjunct Investigator

Dr. James Dudl’s research interests include population-level cardiovascular disease
prevention. He also studies glucose control in patients with diabetes.

Vincent J. Felitti, MD | Adjunct Investigator

For the past 17 years, Dr. Vincent Felitti has been co-principal investigator for the Adverse
Childhood Experiences Study, a cohort study of the prevalence and long-term impact of
adverse childhood experiences in 17,400 adult Kaiser Permanente members. The study
has more than 60 publications to date.

Ann K. Kershnar | Adjunct Investigator

Taking care of diabetic children and adolescents has been a large part of Dr. Ann
Kershnar’s medical practice and research interests since 1970. She is a site principal
investigator for the Hypoglycemia and Adverse Pregnancy Outcome (HAPO) Follow-Up
study, an international, multicenter study funded by the National Institutes of Health-
National Institute of Diabetes and Digestive and Kidney Disorders. Investigators will
assess 800 mother-child pairs for measurable effects of hyperglycemic pregnancies 8 to
12 years after birth.
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George F. Longstreth, MD | Adjunct Investigator

Dr. George Longstreth’s research interests include gastrointestinal epidemiology,
functional gastrointestinal disorders, acute large bowel ischemia, diverticulitis, celiac
disease, and medical anthropology.

S. Michael Marcy, MD | Adjunct Investigator

Dr. Michael Marcy’s research interests include vaccine efficacy and safety, management
of infectious diseases in office practice, and appropriate and judicious use of
antimicrobials.

Richard M. Roth, MD | Adjunct Investigator

Dr. Richard Roth’s research focuses on asthma. Specific areas of interest include
childhood asthma and prevention. His work also explores the comparative effectiveness of
clinical tests to monitor asthma and predict outcomes.

David A. Sacks, MD | Adjunct Investigator

Dr. David Sacks’ current research interests include consequences of maternal obesity,
the establishment of norms for defining gestational diabetes, and the maternal and fetal
consequences of early delivery of women who have diabetes.

Michael Schatz, MD, MS | Adjunct Investigator

Dr. Michael Schatz’s current research interests include patient-centered asthma
outcomes, risk stratification for asthma population management, asthma quality-of-care
measures, and the interrelationships of asthma and pregnancy.

Mitsuo Tomita, MD | Adjunct Investigator

Dr. Mitsuo Tomita’s research assesses the value of various approaches to improving

care, including interactive patient groups and other modalities. Specific research interests
include the contributions of continuing medical education, the clinical effectiveness of
complementary medicine, and the value of understudied primary care practices.

Robert S. Zeiger, MD, PhD | Adjunct Investigator

Dr. Robert Zeiger’s research interests include prevention of asthma and allergic disorders,
clinical asthma trials of comparative treatments, cost analysis of asthma and allergic
disorders, and outcomes research.

A small group of retired partner physicians from the Southern California
Permanente Medical Group continue to participate in research as adjunct faculty
members with the Department of Research & Evaluation. They contribute their

expertise as clinician researchers to add to knowledge in a wide range of research
areas, from the safety and effectiveness of vaccines to the prevention and
treatment of chronic conditions.
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Clinical Trials Research Program

The Clinical Trials Research Program provides Kaiser Permanente Southern California
members access to new treatments, from investigational HIV drugs to novel cancer
therapies. In 2011, the program had nearly 340 active clinical trials.

Clinical trials offer physician investigators the opportunity to learn about new drugs,
devices, and treatment protocols during the development phase. More than 65 physicians
serve as principal investigators for clinical trials in Kaiser Permanente Southern California.
Six new investigators initiated trials in 2011.

Ateam of nearly 80 professionals provides operational support for clinical trials at more
than 20 Kaiser Permanente Southern California locations. The following specialties
offered access to clinical trials in 2011:

Genetics.
Gynecologic oncology.
Hematology/oncology.
Hepatology.

Infectious diseases.

Internal medicine.

Nephrology.
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+ Allergy. * Neurology.
* Blood and marrow transplant. + Obstetrics-gynecology.
 Cardiology. * Ophthalmology.
 Cardiovascular surgery. * Orthopedics.
» Dermatology.  Pediatrics.
 Diagnostic imaging.  Pediatric endocrinology.
+ Endocrinology.  Pediatric oncology.
Emergency medicine. Plastic surgery.
Family medicine. Pulmonary.

Radiation oncology.
Surgery.

Surgical oncology.
Urology.
Uro-gynecology.
Vascular surgery.




Selected 2011 Accomplishments

The Clinical Trials Research Program continues to successfully enroll Kaiser Permanente
members in important clinical trials. The Fontana Medical Center, for example, enrolled
240 Kaiser Permanente members in a multicenter study that evaluated cardiac computed-
tomography angiography screening for chest pain (the ROMICAT Il study). The site was
the study’s top enroller.

Dedicated clinical trial programs for cancer, HIV/AIDS, and hepatitis C enrolled hundreds
of Kaiser Permanente members in trials in 2011. The programs provided individuals with
these conditions access to new treatments and therapies. These programs also offset
significant potential drug costs for the organization.

Cancer Clinical Trials Access Program
Principal Investigators: Jonathan Polikoff, MD, and Han Koh, MD
The Cancer Clinical Trials Access Program oversees trials for the prevention and

treatment of cancer. Nearly 130 Kaiser Permanente members enrolled in studies through
the program, which offered access to more than 50 trials in 2011.

In 2011, Kaiser Permanente Southern California was the top-accruing affiliate for
SWOG (formerly the South West Oncology Group), one of the largest National

Cancer Institute-supported clinical trials cooperatives.

Pediatric Clinical Trials
Principal Investigator: Robert Cooper, MD

The Pediatric Clinical Trials program provides children and adolescents with cancer
access to promising new treatments. Investigators screened more than 100 children
for oncology trials in 2011, enrolling more than 30 in treatment studies and nearly 40 in
biology studies. The program, which also oversees trials for treatment of other pediatric
conditions, managed more than 100 open trials in 2011.

F

= |
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Surgical Radiation Oncology Clinical Trials Access Program
Principal Investigator: Steve Vasilev, MD

The Surgical Radiation Oncology Clinical Trials Access Program manages clinical trial
protocols for Kaiser Permanente members with cancer whose treatments involve surgery
or radiation therapy in addition to chemotherapy. Fifty study participants enrolled in 2011.
More than 150 Kaiser Permanente members were on active treatment or in follow-up
during 2011.

Kaiser Permanente/City of Hope Blood & Marrow Transplant Research
Principal Investigators: Neil Kogut, MD, and Ricardo Spielberger, MD

Southern California Permanente Medical Group physicians provide care at City of Hope
for Kaiser Permanente members who need bone marrow and stem cell transplants.

In 2011, Permanente physicians performed 160 transplants at City of Hope. All 160
transplant patients enrolled in at least one research study; some enrolled in three studies
More than 1,000 Kaiser Permanente Southern California members are in long-term, post-
transplant followup through this program.

Infectious Disease Research Program (formerly HIV/AIDS Research Trials)
Principal Investigators: William Towner, MD, FACP, and Alan Sheinbaum, MD

The Infectious Disease Research Program, previously known as the HIV/AIDS Research
Trials Program, expanded its scope in 2011 to include chronic hepatitis C virus infection.
The program managed more than 20 active clinical trials in 2011, and provided treatment

follow up to nearly 200 Kaiser Permanente members. These members received access to
more than a dozen investigational new drug treatments from these clinical trials.

Hepatology Research Program
Principal Investigator: Lisa Nyberg, MD

The San Diego-based Hepatology Research program has participated exclusively in
hepatitis C clinical trials for nearly 10 years. In 2011, the program operated more than 10
active clinical trials and treated approximately 40 Kaiser Permanente members.
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Biostatistics, Programming, and Research Database Services

The Biostatistics, Programming, and Research Database Services team brings together
the expertise of biostatisticians, programmers, developers, and database administrators,
to support scientific projects throughout Kaiser Permanente Southern California. The team
also includes a natural language processing specialist.

Biostatisticians collaborate with scientists and clinician researchers, providing consultation
on study design, sample size, and appropriate analytical methods. They also conduct data
analyses and interpret the results.

Programmers extract and manage data, provide quality control, and generate reports.
Development teams build Oracle and SAS database warehouses, as well as application
tools that facilitate data collection and analysis.

Selected 2011 Accomplishments

In 2011, the Biostatistics, Programming and Research Database Services team
contributed to nearly 250 analytical research projects. In addition, the team also
contributed to 100 consultation and feasibility studies.

Team members authored or co-authored 46 papers in peer-reviewed journals, a 35
percent increase from 2010. Biostatisticians and programmers also gave presentations
at several professional conferences, including the Western Users of SAS Software 2011
Conference and the 2011 Joint Statistical Meeting.

The Biostatistics, Programming, and Research Database Services team

established a summer internship program in 2011. The inaugural class included an
undergraduate student, a master’s student, and a doctoral student.

Leveraging Natural Language Processing

The team continued to build expertise in natural language processing—technology that
helps computers understand human language. Natural language processing uses step-
by-step procedures, or algorithms, to scan written notes in electronic health records,
searching for key words and phrases. This can detect important information that has not
been captured by diagnostic or procedural codes.

In 2011, researchers employed natural language processing to scan radiology transcripts
for specific key words that might indicate the presence of lung nodules. Another project
used natural language processing to find men with prostate cancer by scanning pathology
reports. Researchers also applied natural language processing to cull information from
reports on prenatal ultrasound screening and glaucoma exams.

Developing Databases and Applications

Database developers enhanced databases that house information about mortality, lab
results, immunization, inpatient pharmacy, and chemotherapy. They improved access
to birth and death records for Kaiser Permanente members by linking to outside data
sources, such as contract hospitals, Social Security Administration files, and California
state records.
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Application developers created a dynamic information center that helps researchers,
statisticians, and programmers find information about the Research Data Warehouse.
The information center includes user-friendly descriptions of the department’s databases
that researchers can use in grant applications.

Launching the Analytical Research Center

The Biostatistics, Programming, and Research Database Services team collaborated with
the Research Information Technology team to launch a new Analytical Research Center

in 2011. The center provides a secure and reliable environment to perform data analysis
and database services in support of research and patient care management activities. The
two teams worked together to draft the initial plans and documentation for the Analytical
Research Center, and have collaborated to manage and maintain the environment.

Supporting Registries for Patient Care Management and Clinical
Quality/Assurance

The Biostatistics, Programming, and Research Database Services team maintained and
improved registries that aid in research, patient care management, and clinical quality
reporting. In 2011, the team launched a Web application for the prostate cancer registry
and supported online reporting for the HIV registry. The team also enhanced the bariatric
surgery registry and its corresponding Web application.

Establishing Guidelines and Standard Operating Procedures

The Biostatistics, Programming, and Research Database Services team developed

new guidelines and standard operating procedures to facilitate efficient and compliant
practices. Topics addressed by new guidelines include statistical consulting on physician
projects, access to research databases and applications, Oracle database administration,
database usage guidelines, analytical research guidelines, promotional criteria, and
administrative procedures.
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Research Support

More than 40 research associates and project managers from the Research Support team
collaborate with scientists and other researchers to implement epidemiologic, behavioral
intervention, and observational research studies. Through this work, Research Support
helps advance significant medical and behavioral discoveries to improve health.

Team members manage and coordinate research projects, conduct data collection,

and consult on research projects. They recruit and obtain consent from study subjects,
validate and analyze data, facilitate focus groups, and communicate with multilingual and
multicultural patient populations.

Selected 2011 Accomplishments

Research Support worked with more than 60 investigators in 2011, including
physician researchers at each Kaiser Permanente Southern California medical

center. Team members co-authored more than 20 manuscripts and abstracts, and
presented posters at several national scientific meetings.

Each year, Research Support makes significant contributions to research projects.
The examples below are just a sampling of these contributions for 2011.

Abstracting Records for HIN1 Vaccine Safety

Research Support staff performed detailed medical record abstractions of Guillain Barré
syndrome cases as part of a Vaccine Safety Datalink study monitoring the 2009 H1N1
influenza (swine flu) vaccine. Guillain Barré syndrome, a rare neurological disorder, had
been identified as a potential safety concern based on experiences during the 1976 swine
flu outbreak. The study results were published in 2011.

Assisting with Menveo Post-Licensure Safety Study Negotiations

Research Support played a critical role in the award and implementation of the Menveo
(meningococcal conjugate vaccine) post-licensure safety study. Staff provided valuable
input in negotiations with the sponsor by highlighting the Department of Research &
Evaluation’s experience with other vaccine post-licensure studies. Team members also
collaborated with pharmacy and clinic staff to make the vaccine available to our members.

Recruiting for Obesity Prevention Tailored for Health Study

Team members put in extraordinary efforts to meet the recruitment target for the Obesity
Prevention Tailored for Health study, a behavior change program that aims to improve

diet and physical activity in families with 10- to 12-year-old children. Team members
worked evenings and weekends to contact more than 2,000 Kaiser Permanente Southern
California families and recruit nearly 370 families by the end of 2011.

Kaiser Permanente Southern California | Department of Research & Evaluation



Developing Research Ideas for the California Men’s Health Study

Research Support staff worked closely with Kaiser Permanente Southern California
investigators to help develop manuscripts and research ideas for the California Men’s
Health Study, a multi-ethnic cohort of more than 84,000 men. In 2011, study investigators
published three manuscripts from the California Men’s Health Study. Three more were
accepted for publication in 2011, including one with Research Associate Nirupa Ghai,
PhD, MPH, as first author.

Building Research Infrastructure for the Cancer Research Network Study

To expand capacity to conduct cancer-related research, a research associate worked with
research scientists and clinical leaders to conceptualize, develop, and validate a SAS-
based natural language processing algorithm to analyze, code, and classify pathology
reports for purposes of identifying new and recurrent cancers. This algorithm is also able
to extract important clinical information, such as cancer staging.

Recruiting for the Cardiovascular Pharmacogenomic Prevention
Program in Diabetes

Research Support team members successfully recruited, screened, and scheduled nearly
200 Kaiser Permanente Southern California members for in-person study visits within

a four-week period for the Cardiovascular Pharmacogenomic Prevention Program in
Diabetes pilot study. This achievement was used to highlight Kaiser Permanente Southern
California capabilities in a response to reviewers for a resubmission of a National Institutes
of Health grant proposal.

Providing Compassionate Support for Cervical Cancer Survivors

Research Support staff worked with cervical cancer survivors in a psychosocial study.
Several study participants expressed gratitude for the compassionate encouragement
they received throughout the study. One participant even credited the study staff with
inspiring her to resume painting, a hobby she had been too depressed to enjoy before
joining the study.

Facilitating Research on Antidepressants and Breast Cancer
Pharmacology

Research Support made significant contributions to the Antidepressants and Breast
Cancer Pharmacology study, which is funded by a National Institutes of Health Research
Project Grant (R01). Staff assembled literature, assisted with chart review process,

and organized study meetings. One of the research associates helped translate
methodological concepts into steps that the biostatisticians could implement. Another
added considerable expertise in reviewing and abstracting cancer pathology data.
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Research Finance

Research Finance provides sponsored project administration and research financial
administration services to the Kaiser Permanente Southern California research program.
Team members support investigators throughout the research project timeline—from
preparing grants and contracts to fiscal accounting and cost management—to make sure
that research conducted at, or in collaboration with, Kaiser Permanente complies with
policies and regulations.

Research Finance Administration Office

The Research Finance Administration Office oversees post-award fiscal compliance of
all extramural sponsored projects in accordance with Office of Management and Budget
(OMB) guidelines, Generally Accepted Accounting Principles, and institutional policies.
Responsibilities include providing sponsors with invoices and expenditure reports,
collecting payments and managing accounts receivables for extramural projects, and
providing reports and analysis to scientists, managers, outside sponsors, and other
stakeholders. The office also participates in the annual external audit in accordance with
the federal OMB A-133 guidelines.

Sponsored Projects Administration Office

The Sponsored Projects Administration Office is responsible for all pre- and post-award
management of extramural and intramural sponsored projects in accordance with
federal regulations, institutional policies, and good business practices. This includes
federal, non-profit, and industry grants and contracts, as well as industry clinical trials
and internally funded grants. Responsibilities include assisting principal investigators with
grant preparation and submissions, negotiating grant or contract terms, monitoring post-
award activities, preparing subcontracts, responding to requests or audits from sponsors,
and assuring compliance with sponsor and institutional requirements. The team also
participates in the annual external audit in accordance with OMB A-133 guidelines.

Selected 2011 Accomplishments

The Sponsored Projects Administration Office worked with researchers to submit
nearly 320 grants in 2011, up from more than 250 in 2010. More than 210 were
awarded, compared with about 160 in 2010.

The Research Finance Administration Office oversaw an expanding budget
for research expenditures. In 2011, research expenditures were $36.5 million
compared with $28.8 million in 2010.

Collaborating to Improve Research Administration

Research & Evaluation’s administrative leadership team, Research Finance, and

other business units from the department hosted and facilitated the National Research
Administration Leadership Committee’s annual conference in November 2011. The
conference’s objective was to advance interregional cooperation, collaboration, and
efficiency in research administration. Participants gained knowledge of regulatory issues,
research initiatives, regional best practices, and variability between Regions.
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Recruiting New Personnel and Advancing Professional Knowledge

Research Finance recruited and hired a Sponsored Projects Administration Office
Operations Manager. Kelvin Kelley, in February 2011 to bolster the team’s capacity to
manage the growing volume of grants and contracts.

Research Finance continued to offer professional development and technical training

to staff to enhance job proficiency and improve customer service. Staff also took part in
advanced software skills training classes, as well as professional development courses in
pre- and post- award administration.

Furthering Process Improvement

During 2011, Research Finance continued to implemented process improvements to
address increasing industry research volume and improve contract execution turnaround
time. This resulted in quicker project start up, improved enrollment, and increased drug
cost savings.

The team streamlined workflows through automation of the federal indirect cost proposals,
quarterly operations reports, and audit flag reports. This is an interim step until a new
information technology system is implemented to support research finance processes as
well as pre- and post-award administration.
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Administrative Support Unit

The Administrative Support Unit performs essential administrative tasks that keep
research projects and operations running smoothly. The team’s contributions include
managing project and business unit budgets, organizing events, scheduling meetings,
and maintaining essential records and documentation. The unit includes more than 20
research administrative analysts and administrative specialists.

Research administrative analysts act as business managers for the research
scientists, freeing researchers’time to focus on science. They assist with grant
submissions, manuscript preparation and submissions, and scientific posters and
presentations.

Administrative specialists provide administrative assistance for managers and
directors. They handle daily tasks and special projects for the business units, from
timekeeping to emergency response training.

Selected 2011 Accomplishments
Providing Administrative Assistance for Physician Researchers

The department established a new Off-Site Administrative Support Services group in
2011 to assist physician researchers in the medical centers with project-related business.
The goal of this team is to help physicians balance the demands of research and clinical
practice.

Onboarding Scientists and Staff

The Administrative Support Unit handles onboarding for new scientists and staff, a
significant assignment in a growing department. Tasks range from assigning desk space
to providing a general department orientation to all new hires. In 2011, the team supported
the arrival of two dozen new team members. The Administrative Support Unit also grew,
adding four research administrative analysts in 2011.

Supporting Grant Applications and Publication Submissions

The Administrative Support Unit assists scientific work by keeping the grant application
and publication submission processes on track. In 2011, research administrative analysts
processed about 100 grant submissions, including primary and sub-contracted grants.
Additionally, they assisted with about 100 manuscript submissions, more than 40 poster
presentations, and approximately 20 slide presentations.

Building a Training Curriculum

The Administrative Support team invests considerable resources in peer-to-peer training
so that each team member has the knowledge and skills to perform well in their positions.
The Administrative Support Team created more than 20 training guides in 2011 for new
and current administrative staff.

Managing Department Events and Committees

The Administrative Support Team assisted with planning and organizing nearly two dozen
department events, including the monthly Administrative Grand Rounds and Department
Seminars.
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Research Information Technology

The Research Information Technology team provides the information technology
infrastructure to support scientific research. The team is responsible for providing a stable
and adaptive technology environment, identifying new technology to improve efficiency
and streamline business processes, and responding to the day-to-day computing needs
of the research team.

Nine team members with diverse technical expertise provide the following services:
application development, network and server support, desktop and help desk support,
Web design and development, database administration and support, and project
management.

2011 Accomplishments
Upgrading Office Software

The Research IT group upgraded about 240 desktop and laptop computers to the
Windows 7 operating system and Microsoft Office 2010 software suite. To ease the
transition to the new operating system and office software, the group collaborated with
Research Operations to provide training for nearly 200 Pasadena-based personnel.

Collaborating to Build the Analytical Research Center

Research IT collaborated with the Biostatistics, Programming, and Research Database
Services team to establish the Analytical Research Center, a secure computing
environment that supports complex data analysis. The two teams partnered to draft plans
for the new environment and developed formal agreements to maintain the new center.

Developing Websites and Intranet Portals

Research IT created a new design for the department website, with more intuitive
navigation, additional functionality, and a new look and feel. The team built two
versions of the site—one behind the Kaiser Permanente firewall, and another on

the Web. Both sites launched early in 2011.
The Research IT group also built two intranet portals for the department in 2011.

Creating the Research & Evaluation Database

Research IT created the Research & Evaluation Database to make it easier to maintain
and access employee information. The team developed a secure administrative website
that allows employees to update their personal information.

Launching a New Help Desk

Research IT launched a new online Help Desk, which efficiently routes requests for
technical assistance. The team processed more than 700 requests through the Help Desk
after it went live in June 2011.
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Research Operations

The Research Operations team aims to cultivate efficient and effective business practices
that support the continued growth and success of the research department. In addition

to identifying opportunities for process improvement, the team coordinates projects with
multiple work groups and builds partnerships with other Kaiser Permanente departments.

Research Operations focuses on issues with broad impact across the department’s
work groups. Examples include recruitment, career development, compliance, and
building safety. The team also includes two communications professionals. They develop
and implement strategies to raise awareness about the role of research within Kaiser
Permanente and convey the importance of research findings to internal and external
audiences.

Selected 2011 Accomplishments
Coordinating Training for Windows 7 and Office 2010

Research Operations collaborated with the Research IT group to organize software
training for all Pasadena-based staff when the department upgraded to Windows 7 and
Office 2010. To support the training program, Research Operations negotiated a loan
of more than a dozen laptop computers from another Kaiser Permanente Southern
California department. This saved tens of thousands of dollars. Trainees also benefited
from a more realistic learning experience by using computers set up within the Kaiser
Permanente environment.

Mapping Paths for Career Development

Research Operations coordinated the establishment of a career development
ladder that outlines steps employees can take to advance their careers within the
department. The Research Operations manager collaborated with other managers

fo compile core competencies and promotional criteria into career progression
checklists for each business unit.

Supporting Department Events

Research Operations created publicity for department events, including the Clinical

and Translational Science Partnership Conference and the Open House. The team
partnered with the Director of Research Administration, Research Finance, and Research
IT to organize plans and logistics for the National Research Administration Leadership
Committee, an annual meeting that included administrative leaders from the Kaiser
Permanente regional research centers and the Kaiser Foundation Research Institute.

Developing a Strategic Communication Plan

The team created a new communication plan, which outlined strategies and tactics to
build a stronger brand for research and demonstrate that research is integral to the Kaiser
Permanente mission. Coinciding with the development of the plan, the team rolled out
new communication materials, and supported the launch of the revamped department
website.
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Educational Activities

As part of its commitment to the professional development of its staff, the Department
of Research & Evaluation sponsors monthly Journal Club meetings, Administrative
Grand Rounds, and Department Seminars. The opportunities are designed to expose
and educate members of the department to current and relevant journal articles,
accomplishments of scientific colleagues, and overall regulations related to research.

Journal Club

The purpose of the Journal Club is to provide a forum for the research scientists and staff
to keep up with the latest literature, share knowledge, promote recent research findings,
improve literature appraisal skills, discuss controversies, and inspire ideas for future
research. Topics in 2011 included

» Overview of Propensity Score Analysis.

* Meal Replacement in Weight Loss.

* The HapMap as a Tool in Conducting Gene Association Studies.

* AProposed Method to Adjust for Selection Bias in Cohort Studies.

* Integration of Qualitative Data in Mixed-Methods Research—a More Efficient, Targeted,
and Focused Analysis.

+ Correcting of Bias Due to Measurement Error in Assessing Baseline Prediction on
Longitudinal Change.

Administrative Grand Rounds

Administrative Grand Rounds provide a forum for scientists and staff to learn about
relevant administrative research topics. Department leaders and managers explain
compliance requirements, clarify internal business processes, and communicate
department priorities. The Department of Research & Evaluation also invites speakers
from other departments to discuss Kaiser Permanente initiatives that may have
implications for research. Topics in 2011 included

+ Kaiser Permanente’s Approach to Complete Care.
* Misconduct in Research.

« Safety and Emergency Training.

» Career Development Ladder.

« State of Research at Kaiser Permanente.

« Employee Fitness and Well-Being.

* Responsible Conduct in Research.

« SCPMG Travel Policy.
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Department Seminars

Department Seminars allow Department of Research & Evaluation staff, and the entire
Kaiser Permanente Southern California community, to learn about and discuss the latest
in research. Topics in 2011 included

* Race and Ethnicity Collection in the Ambulatory Setting.
* Role of Los Angeles County Department of Public Health.

 Using Kaiser Permanente HealthConnect for Clinical Research.

+ Clinical Hypertension and Department of Research Collaboration: Opportunities for
Working Together.

+ Change on the Horizon for ICD-10, the International Statistical Classification of
Diseases and Related Health Problems.

Committees

Staff and scientists within the Department of Research & Evaluation help build the
department through committee membership. Some committees, such as the Regional
Research Committee, involve physicians and administrative leaders from the regional
offices and medical centers.

The department has more than a dozen committees that serve a wide range of functions,
from establishing a biospecimen repository to recruiting scientists. Through committee
membership, scientists and staff have a voice in shaping the future of the department.
The committees in 2011 were

* Appointments and Promotions.
+ Biospecimen.

» Communication.

« Compliance.

+ Data Quality.

* Education/Training.

» Executive.

* Regional Research.
 Scientist Recruiting.

« Staff Recognition.

+ Staff Recruiting and Retention.
+ Technology Advisory.

* Web.
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Bibliography of 2011 Publications

In 2011, Kaiser Permanente Southern California researchers published nearly 300
articles in peer-reviewed journals. Of these, 150 were first-author papers. Below, Kaiser
Permanente first authors are noted in bold.
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Cardiovascular Disease
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