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RxANTE SOLUTIONS TO IMPROVE STAR RATINGS

RxAnte is transforming how health plans work with health care professionals, care management 
intervention providers, and patients to improve the use of prescription medications. The RxAnte 
System was created by a team of experts in medication adherence, health IT, and advanced analytics 
and includes patent-pending predictive and decision analytics and advanced evaluation methods to 
improve medication adherence outcomes. 

In working with health plans who serve Medicare populations representing over eight million lives, 
RxAnte has delivered accurate patient-level adherence predictions and plan contract-level Star 
Rating forecasts, enabled significantly more cost-effective medication adherence programs through 
better program targeting, and achieved better adherence performance at a population level.
And we’re just getting started.

How RxAnte analytics has helped health plans with Star Ratings: 
 › Provided exceedingly accurate adherence predictions at the individual patient level in a 
   broad range of clinical therapy areas using widely available data 

 › Delivered highly accurate adherence forecasts at the population level consisting of point 
estimates and 95% confidence intervals at the plan contract level

 › Lowered the cost of creating adherent patients by over 60% using prediction-driven targeting 
in place of targeting based on lagging indicators (e.g., patients who are late to fill) 

 › Doubled the measured effectiveness of common, plan-sponsored direct-to-patient
   communications through predictive targeting

 › Increased population-level adherence in each of three clinical therapy areas included in the 
Star Rating measures for over 80% of plan contracts

 › Enrolled over half of targeted providers and two thirds of targeted members in an 
   unprecedented gain-sharing quality improvement program  

ABOUT RxANTE
RxAnte is a health technology company with an innovative analytics platform that is transforming 
how organizations work with health care professionals, care management intervention providers, 
and patients to improve the use of safe and effective prescription medications. Created by subject 
matter experts in medication adherence, health IT, and advanced analytics, the “RxAnte System” 
is a patent-pending platform that includes predictive and decision analytics, advanced intervention 
evaluation methods, and an innovative platform for provider engagement. Learn more at RxAnte.com. 

CONTACT
(703) 288-0300

info@rxante.com
RxAnte.com 
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WITH RxANTE
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On April 10-11, 2014, The American Journal of Managed Care welcomed more than 125 attendees to the Mar-
riott Forrestal in Princeton, NJ, for our second annual conference on diabetes management, Patient-Cen-
tered Diabetes Care: Putting Theory in Practice. This special issue of Evidence-Based Diabetes Management 

features coverage from that meeting, which brought together stakeholders from across the realm of care. 
Our keynote speaker, Robert Gabbay, MD, chief medical officer at Joslin Diabetes Center of Harvard Medical 

School, offered insights on how to strike the right balance between 
overlooking high-risk patients who skip medications and having 
too many “coordinators” from the many specialists involved in a 
diabetic patient’s life. Triathlete Jay Hewitt, a guest at our network-
ing reception, amazed guests with his account of completing Iron-
man events against world-class competition, all while living with 
type 1 diabetes. Among the lessons from the sessions:

•  Evidence shows that getting patients to stick with therapy reg-
imens is a major challenge in treating persons with diabetes. 
But as the experts discussed, the patient who gets too many 
phone calls may become frustrated, and some evidence shows 
that this can hurt adherence. 

•  The need for managed care to develop delivery models, such 
as a Patient-Centered Medical Home (PCMH), which in theory 
would coordinate care under one point of contact, will become 
more important. The nation is moving toward a reimburse-
ment system that values whether patients are staying healthy, 
not how many procedures or tests a physician performs. But 
Gabbay, who is an expert on PCMH, cautioned, “It’s not a pana-
cea. It’s not going to answer everything.”

•  Savings from preventive care may not be obvious or measurable for years, in contrast with short-term needs 
to meet financial targets or keep hospital doors open. This is a major challenge during this transitional period 
from fee-for-service to value-based reimbursement.

•  Persons with diabetes need systems that are transparent, that put a proper value on a patient’s time, and find 
rewards for those who follow treatment regimens.

Our meeting included 2 leading patient advocates with type 1 diabetes, Amy Tenderich of the Web-based 
news source DiabetesMine.com, and Rebecca Killion, MA, of McKenna Long & Aldridge, who said navigating the 
healthcare system is more difficult than it needs to be. Deneen Vojta, MD, of UnitedHealth agreed that change 
is overdue. When it comes to giving patients a voice in the decisions that drive their care, “I don’t think we do a 
good enough job with that. Patients are too often not front and center in creating their care plan.”

We’ve received great feedback, and we’re already at work planning next year’s conference. We hope this spe-
cial issue will give you information on redesigning a better healthcare delivery model for this chronic condition, 
while keeping the patient front and center. As Tenderich reminded us, diabetes doesn’t go away.

Thank you for reading,

Brian Haug
Publisher

EDITORIAL MISSION

To present policy makers, payers, and providers  
with the clinical, pharmacoeconomic, and regulatory 
information they need to improve efficiency and  
outcomes in diabetes management.

Robert Gabbay, MD, chief 
medical officer at Joslin 
Diabetes Center of Harvard 
Medical School, offered insights 
on how to strike the right 
balance between overlooking 
high-risk patients who skip 
medications and having too 
many “coordinators” from the 
many specialists involved in a 
diabetic patient’s life.
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evident at greater than or equal to  0.5  times clinical exposure from a 300  mg dose [see Nonclinical 
Toxicology (13.2) in full Prescribing Information].
These outcomes occurred with drug exposure during periods of animal development that correspond to the 
late second and third trimester of human development. During pregnancy, consider appropriate alternative 
therapies, especially during the second and third trimesters. INVOKANA should be used during pregnancy 
only if the potential benefit justifies the potential risk to the fetus.
nursing Mothers: It is not known if INVOKANA is excreted in human milk. INVOKANA is secreted in the 
milk of lactating rats reaching levels 1.4  times higher than that in maternal plasma. Data in juvenile rats 
directly exposed to INVOKANA showed risk to the developing kidney (renal pelvic and tubular dilatations) 
during maturation. Since human kidney maturation occurs in utero and during the first 2 years of life when 
lactational exposure may occur, there may be risk to the developing human kidney. Because many drugs 
are excreted in human milk and because of the potential for serious adverse reactions in nursing infants 
from INVOKANA, a decision should be made whether to discontinue nursing or to discontinue INVOKANA, 
taking into account the importance of the drug to the mother [see Nonclinical Toxicology (13.2) in full 
Prescribing Information].
Pediatric Use: Safety and effectiveness of INVOKANA in pediatric patients under 18 years of age have not 
been established.
geriatric Use: Two thousand thirty-four (2034) patients 65 years and older, and 345 patients 75 years and 
older were exposed to INVOKANA in nine clinical studies of INVOKANA [see Clinical Studies (14.3) in full 
Prescribing Information]. 
Patients 65 years and older had a higher incidence of adverse reactions related to reduced intravascular 
volume with INVOKANA (such as hypotension, postural dizziness, ortho static hypotension, syncope, and 
dehydration), particularly with the 300  mg daily dose, compared to younger patients; more prominent 
increase in the incidence was seen in patients who were 75  years and older [see Dosage and 
Administration (2.1) in full Prescribing Information and Adverse Reactions]. Smaller reductions in HbA1C 
with INVOKANA relative to placebo were seen in older (65 years and older; -0.61% with INVOKANA 100 mg 
and -0.74% with INVOKANA 300  mg relative to placebo) compared to younger patients (-0.72% with 
INVOKANA 100 mg and -0.87% with INVOKANA 300 mg relative to placebo).
renal Impairment: The efficacy and safety of INVOKANA were evaluated in a study that included patients 
with moderate renal impairment (eGFR 30 to less than 50 mL/min/1.73 m2) [see Clinical Studies (14.3) in full 
Prescribing Information]. These patients had less overall glycemic efficacy and had a higher occurrence 
of adverse reactions related to reduced intravascular volume, renal-related adverse reactions, and 
decreases in eGFR compared to patients with mild renal impairment or normal renal function (eGFR 
greater than or equal to 60 mL/min/1.73 m2); patients treated with INVOKANA 300 mg were more likely to 
experience increases in potassium [see Dosage and Administration (2.2) in full Prescribing Information, 
Warnings and Precautions, and Adverse Reactions].
The efficacy and safety of INVOKANA have not been established in patients with severe renal impairment 
(eGFR less than 30  mL/min/1.73  m2), with ESRD, or receiving dialysis. INVOKANA is not expected to be 
effective in these patient populations [see Contraindications and Clinical Pharmacology  (12.3) in full 
Prescribing Information].
Hepatic Impairment: No dosage adjustment is necessary in patients with mild or moderate hepatic 
impairment. The use of INVOKANA has not been studied in patients with severe hepatic impairment and is 
therefore not recommended [see Clinical Pharmacology (12.3) in full Prescribing Information].
overdosage
There were no reports of overdose during the clinical development program of INVOKANA (canagliflozin).
In the event of an overdose, contact the Poison Control Center. It is also reasonable to employ the usual 
supportive measures, e.g., remove unabsorbed material from the gastrointestinal tract, employ clinical 
monitoring, and institute supportive treatment as dictated by the patient’s clinical status. Canagliflozin was 
negligibly removed during a 4-hour hemodialysis session. Canagliflozin is not expected to be dialyzable by 
peritoneal dialysis.
PatIent coUnseLIng InForMatIon
See FDA-approved patient labeling (Medication Guide).
Instructions: Instruct patients to read the Medication Guide before starting INVOKANA (canagliflozin) 
therapy and to reread it each time the prescription is renewed.
Inform patients of the potential risks and benefits of INVOKANA and of alternative modes of therapy.  
Also inform patients about the importance of adherence to dietary instructions, regular physical activity, 
periodic blood glucose monitoring and HbA1C testing, recognition and management of hypoglycemia  
and hyperglycemia, and assessment for diabetes complications. Advise patients to seek medical advice 
promptly during periods of stress such as fever, trauma, infection, or surgery, as medication requirements 
may change.
Instruct patients to take INVOKANA only as prescribed. If a dose is missed, advise patients to take it as 
soon as it is remembered unless it is almost time for the next dose, in which case patients should  
skip the missed dose and take the medicine at the next regularly scheduled time. Advise patients not to 
take two doses of INVOKANA at the same time.
Inform patients that the most common adverse reactions associated with INVOKANA are genital mycotic 
infection, urinary tract infection, and increased urination.
Inform female patients of child bearing age that the use of INVOKANA during pregnancy has not been 
studied in humans, and that INVOKANA should only be used during pregnancy only if the potential benefit 
justifies the potential risk to the fetus. Instruct patients to report pregnancies to their physicians as soon  
as possible.
Inform nursing mothers to discontinue INVOKANA or nursing, taking into account the importance of drug to 
the mother.
Laboratory Tests: Due to its mechanism of action, patients taking INVOKANA will test positive for glucose 
in their urine.
Hypotension: Inform patients that symptomatic hypotension may occur with INVOKANA and advise them to 
contact their doctor if they experience such symptoms [see Warnings and Precautions]. Inform patients that 
dehydration may increase the risk for hypotension, and to have adequate fluid intake.
Genital Mycotic Infections in Females (e.g., Vulvovaginitis): Inform female patients that vaginal yeast 
infection may occur and provide them with information on the signs and symptoms of vaginal yeast 
infection. Advise them of treatment options and when to seek medical advice [see Warnings and 
Precautions].
Genital Mycotic Infections in Males (e.g., Balanitis or Balanoposthitis): Inform male patients that yeast 
infection of penis (e.g., balanitis or balanoposthitis) may occur, especially in uncircumcised males and 
patients with prior history. Provide them with information on the signs and symptoms of balanitis and 
balanoposthitis (rash or redness of the glans or foreskin of the penis). Advise them of treatment options 
and when to seek medical advice [see Warnings and Precautions].
Hypersensitivity Reactions: Inform patients that serious hypersensitivity reactions such as urticaria and 
rash have been reported with INVOKANA. Advise patients to report immediately any signs or symptoms 
suggesting allergic reaction or angioedema, and to take no more drug until they have consulted prescribing 
physicians.
Urinary Tract Infections: Inform patients of the potential for urinary tract infections. Provide them with 
information on the symptoms of urinary tract infections. Advise them to seek medical advice if such 
symptoms occur.
Active ingredient made in Belgium
Finished product manufactured by: Manufactured for:
Janssen Ortho, LLC Janssen Pharmaceuticals, Inc.
Gurabo, PR 00778 Titusville, NJ 08560
Licensed from Mitsubishi Tanabe Pharma Corporation
© 2013 Janssen Pharmaceuticals, Inc.
10282400        K02CAN13080B
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 Josh Benner, PharmD, ScD 
President and Chief Executive Officer 
RxAnte, Inc 
Dr Benner is president and chief executive 
officer of RxAnte, a provider of science-
based information technology solutions 

for improving quality and lowering the cost of healthcare. 
RxAnte helps healthcare organizations improve medi-
cation adherence objectively and efficiently by applying 
proprietary predictive analytics and decision analytics to 
ensure that the right patient gets the right intervention 
at the right time. Dr Benner is a leading voice on medica-
tion adherence, and his award-winning research and nu-
merous publications have shed new light on the problem 
of nonadherence and identified promising approaches 
to addressing it. Previously, Dr Benner was fellow and 
managing director at the Brookings Institution’s Engel-
berg Center for Health Care Reform, where he focused on 
medical technology policy. Prior to Brookings, Dr Benner 
was principal at ValueMedics Research, an analytic and 
consulting services firm. Following the successful sale of 
ValueMedics to IMS Health in 2007, he served as senior 
principal in health economics and outcomes research and 
global lead for medication adherence at IMS. Dr Benner 
received his PharmD degree from Drake University and 
his Doctor of Science in Health Policy and Management 
from the Harvard School of Public Health. He remains a 
visiting scholar in economic studies at Brookings, and is 
an adjunct scholar in clinical epidemiology and biostatis-
tics at the University of Pennsylvania School of Medicine.

Jan Berger, MD, MJ 
President 
Health Intelligence Partners 
Dr Berger founded Health Intelligence 
Partners as a consultancy that focuses 
both nationally and globally on health-

care business strategies and solutions, leveraging her 
more than 30 years of business and clinical expertise. Dr 
Berger’s passion is to use communications to engage, edu-
cate, and empower patients in their health. She is consid-
ered a national expert in quality innovation, medication 
adherence, HEDIS improvement, clinical Star measures, 
and sustained health engagement. Previously, Dr Berger 
served as senior vice president and chief clinical officer 
for CVS Caremark. During that time she had P&L, man-
agement, strategy, and M&A responsibilities. Before join-
ing CVS Caremark, Dr Berger had 15 years’ experience 
in healthcare administration within health plans and 
academic arenas. Dr Berger is a prolific author, with more 
than 100 peer-reviewed journal articles and several re-
cently published books, including Leveraging Health, Thir-
teen Common Pitfalls in Consumer Health Engagement, and 
Medical Liability for Pediatricians. Additionally, she serves as 
the editor-in-chief of The American Journal of Pharmacy Ben-
efits, on the boards of Care Core National, Meals to Heal, 
and the University of Arizona School of Pharmacy, and on 
the advisory boards of Truvaris and RxAnte. She is also a 
member of numerous business and healthcare commit-
tees. She earned both an MD degree and a master’s degree 
in jurisprudence from Loyola University in Chicago. She 
holds a certificate in healthcare business administration 
from the University of South Florida and a black belt in Six 
Sigma. She is currently an assistant professor at North-
western University School of Medicine in Evanston, Illi-
nois.

 Michael A. Evans, BS, RPh 
Director 
Ambulatory Clinical Pharmacy Programs 
Enterprise Pharmacy 
Geisinger Health System 
Over the past 20 years, Mr Evans has held 

multiple positions within Geisinger Health System (GHS), 
participated in projects, and served as co-investigator or 
consultant for several industry-sponsored studies. As a 
result of these previous experiences, he is aware of the 
importance of communication among clinicians and 
project members, and of the development of a realistic 
research plan, timeline, and budget. In his current role 
within GHS, he is actively involved in the management of 
chronic diseases/therapies such as anticoagulation, dia-
betes, hypertension, dyslipidemia, oral chemotherapies, 
anticonvulsants, and chronic pain, and leads the medica-
tion therapy disease management programs. 

Robert A. Gabbay, MD, PhD, FACP 
Chief Medical Officer 
Joslin Diabetes Center, Harvard Medical 
School 
Dr Gabbay has 20 years of clinical and 
research experience and is chief medi-

cal officer and senior vice president at Joslin Diabetes 
Center. His research focuses on improving primary care 
healthcare delivery to enhance diabetes outcomes and 
patients’ experiences. Dr Gabbay served as faculty chair 
of Pennsylvania’s statewide Chronic Care Model, with a 
focus on the Patient-Centered Medical Home (PCMH) ini-
tiative (Chronic Care Initiative) involving more than 150 
primary care practices with support from 17 payers. He 
also worked as principal investigator on 2 Agency for 
Healthcare Research and Quality (AHRQ)-funded PCMH 
projects before coming to the Joslin Diabetes Center. The 
first studied the experience of 25 practices in the first re-
gional rollout of the Pennsylvania initiative in Southeast 
Pennsylvania. Under the R18, Dr Gabbay is using a mixed-
methods approach to evaluate the clinical and proximal 
outcomes of the PCMH intervention, the effects of the in-
tervention on resource utilization and costs, and patient 
and provider satisfaction and experience with the PCMH 
intervention. In the second study, Dr Gabbay was selected 
by AHRQ to help develop state-level infrastructure for pri-
mary care transformation under AHRQ’s Infrastructure 
for Maintaining Primary Care Transformation (IMPaCT) 
program. Pennsylvania was one of 4 states selected for 
this initiative aimed at laying the foundation for a nation-
wide primary care extension service. Dr Gabbay has also 
worked with the Pennsylvania Chapter of the American 
Academy of Family Physicians (PAFP) in both collaborative 
and investigational roles. Dr Gabbay served as principal 
investigator on the PAFP Residency Program Collaborative 
Evaluation, which evaluated the clinical and proximal 
outcomes of a PCMH intervention at 26 family medicine 
residency practices across Pennsylvania. He played a col-
laborative role as well, working alongside the PAFP during 
the statewide Chronic Care Initiative.

 
Starlin Haydon-Greatting, MS, 
BSPharm, FAPhA 
Director of Clinical Programs 
IPhA 
Ms Haydon-Greatting serves as the Illi-
nois Pharmacists Association’s (IPhA’s) 
director of clinical programs, working 

to establish the Illinois Pharmacists Network. She serves 
as the IPhA Patient Self Management Program (PSMP) 
pharmacy network coordinator. The IPhA PSMP includes 
programs for diabetes, prediabetes, and cardiovascular 
health, with asthma and depression modules in develop-
ment. The IPhA PSMPs are modeled after the Asheville 
Project and based upon the APhA Foundation’s Health-
MapRx program. Besides managing the network, Ms Hay-
don-Greatting coaches patients in the pharmacist-based 
care management program on prediabetes, diabetes, car-
diovascular health, asthma, and depression. Ms Haydon-
Greatting served for many years as director of drug use 
review and quality assurance for the Illinois Department 
of Public Aid (Medicaid) before bringing her expertise in 
technology and health informatics to the field of popu-
lation health management. She serves on the Pharmacy 
Quality Alliance Adherence workgroup and the National 
Quality Forum Endocrine Steering Committee. Ms Hay-
don-Greatting’s lifelong interest in and dedication to ed-
ucation and training regarding diabetes stems from her 
personal experiences with gestational diabetes, family 
with diabetes, and the Illinois Diabetes Policy Coalition. 
She has dedicated the last 10 years to educating, train-
ing, and practicing processes involved with the Asheville 
Project and the HealthMapRx models, especially with the 
Diabetes Ten City Challenge, where a pharmacist-driven 
patient-centered model provides improved medication 
adherence, patient outcomes, and reductions in overall 
medical expenditures. Currently, she is the administrator-
director of the IPhA Patient Self Management Programs 
for Diabetes and Cardiovascular Health, which are value-
based disease management programs and medication 
therapy management services for self-insured employ-
ers. Ms Haydon-Greatting has received numerous awards 
for her volunteer work and professionalism, and in 2013 
was named by the American Pharmacists Association as 
a fellow of The APhA-Academy of Pharmacy Practice and 
Management. 

 
Scott Hines, MD 
Co-Chief Clinical Transformation Officer 
Medical Specialty Division Leader 
Crystal Run Healthcare 
Dr Hines is co-chief clinical transfor-
mation officer and physician leader 
for Crystal Run Healthcare’s medical 

specialties division, which includes endocrinology, ne-
phrology, dermatology, rheumatology, infectious disease, 
pain management, and physical rehabilitation. Dr Hines 
is board certified in internal medicine, endocrinology, dia-
betes, and metabolism. Dr Hines earned his medical de-
gree from Wake Forest University in Winston-Salem, NC, 
and completed his residency in internal medicine at the 
Dartmouth-Hitchcock Medical Center in Lebanon, NH. Dr 
Hines completed his endocrinology fellowship at the Uni-
versity of Maryland Medical Center in Baltimore, MD. In 
2006, Dr Hines joined Crystal Run Healthcare. In his role 
as co-chief clinical transformation officer, Dr Hines helps 
to develop and implement the clinical programs neces-
sary to deliver value-based care. These include the devel-
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opment of best practice guidelines, a variation reduction 
program, and various quality improvement initiatives. Dr 
Hines has delivered multiple presentations highlighting 
the practice’s value-based care initiatives for other medi-
cal groups and at various national meetings, including 
the American Medical Group Association and the Group 
Practice Initiative Network. Dr Hines is also a physician 
reviewer for the National Committee for Quality Assur-
ance’s (NCQA’s) patient-centered medical home program.

 Nadia S. Islam, PhD 
Assistant Professor 
Department of Population  
Health NYU School of Medicine  
Director, NYU Prevention Research Center 
Dr Islam is an assistant professor in the 

department of population health at the NYU School of 
Medicine. She specializes in community-based participa-
tory methods and cardiovascular health disparities re-
search within Asian American and immigrant communi-
ties. She is also the deputy director and co-investigator of 
the NYU Center for the Study of Asian American Health 
(CSAAH), a National Institutes of Health (NIH)-funded P60 
National Research Center of Excellence, which is dedicat-
ed to reducing health disparities facing Asian American 
communities. At CSAAH, she is the project principal in-
vestigator (PI) of the DREAM Project (Diabetes Research, 
Education, and Action), a 5-year NIH-funded study that 
examines the impact of a community health worker 
(CHW) program designed to improve diabetes control 
and diabetes-related health complications in the Bangla-
deshi community in New York City. Dr Islam also directs 
the NYU Prevention Research Center and serves as PI of 
3 research sub-studies in the research core, including the 
RICE (Reaching Immigrants through Community Empow-
erment) Project, a CHW diabetes prevention intervention 
in the Korean and South Asian communities, and MARHA-
BA (Muslim Americans Reaching for Health and Building 
Alliances), a study examining barriers to and facilitators 
of breast and cervical cancer screening among Muslim 
women in New York City. Dr Islam is a medical sociologist 
with a doctorate in socio-medical sciences from Columbia 
University. She currently serves on the American Diabetes 
Association Taskforce on Asian American, Native Hawai-
ian, and Pacific Islanders. Dr Islam previously served on 
the board of the Public Health Association of New York 
and was the chair of the Asian Pacific Islander Caucus of 
the American Public Health Association. Dr Islam is co-
editor of Asian American Communities and Health (Jossey 
Bass Publishers, 2009).

 Geoffrey Joyce, PhD 
Associate Professor, Pharmaceutical 
Economics and Policy 
Leonard D. Schaeffer Center for Health 
Policy and Economics 
University of Southern California 

Dr Joyce is an associate professor of pharmaceutical eco-
nomics at the University of Southern California, direc-
tor of health policy at the Leonard D. Schaeffer Center, 
research associate at the National Bureau of Economic 
Research, and a director of the Agency for Healthcare Re-
search and Quality’s (AHRQ’s) post doctoral training pro-
gram. Dr Joyce is the author of over 60 book chapters and 
articles published in leading journals, and his work, which 
focuses on the costs of medical care and the role of insur-
ance, has been featured in the Wall Street Journal, Washing-

ton Post, Los Angeles Times, and U.S. News and World Report, 
on NBC Nightly News and National Public Radio, and in 
other media. He published a series of studies in the Journal 
of the American Medical Association examining the impact 
of alternative pharmacy benefit designs on prescription 
drug utilization and spending. Other studies by Dr Joyce 
have examined the lifetime costs of chronic disease, the 
cost-effectiveness of highly active antiretroviral therapy 
for HIV-infected patients, and differences in medical care 
utilization and costs under alternative financing arrange-
ments and treatment settings. He is currently examining 
physician prescribing behavior and the impact of Medi-
care Part D.

 Rebecca Wilkes Killion, MA 
Director, Professional Development 
McKenna Long & Aldridge LLP 
Ms Killion serves as the director of pro-
fessional development at McKenna Long 
& Aldridge LLP in Washington, DC. She 

holds a BA from Smith College and an MA from the Uni-
versity of Arizona. In 1997, she was diagnosed with type 1 
diabetes mellitus and is now a patient representative and 
voting member of the FDA’s Endocrinologic and Metabolic 
Drugs Advisory Committee, which oversees therapies and 
products for the diagnosis and treatment of diabetes. Her 
appointment has been renewed for 4 consecutive terms. 
As a diabetes patient and advocate, Ms Killion has ad-
dressed pharmaceutical companies, international medi-
cal conferences, government agencies, and scientific or-
ganizations on patient issues and perspectives. 

 Meaghan Kim, BS, RN, CDE 
Director of Diabetes Population Health 
AtlantiCare 
Ms Kim is the director of diabetes popu-
lation health at AtlantiCare, with respon-
sibility for care across the continuum of 

services (hospitals, physician practices, nursing homes) 
for the diabetes population. She has oversight of system-
wide diabetes education programs, and has designed and 
implemented disease-specific care pathways and new 
models for the delivery of diabetes care. Ms Kim is a regis-
tered nurse and certified diabetes educator with a degree 
in public health from Richard Stockton College. She is ac-
tively pursuing her master’s degree in health administra-
tion, which is to be completed in 2014. She is a member of 
the American Association of Diabetes Educators (AADE) 
and currently serves as a national mentor for the National 
Certification Board for Diabetes Educators. She has served 
on speakers’ bureaus for Eli Lilly and Company and Pfizer 
and is an active certified insulin pump/continuous glu-
cose monitor trainer. 

 Maria Lopes, MD, MS 
Chief Medical Officer 
CDMI 
Dr Lopes is an obstetrician and gynecolo-
gist, and has been in clinical practice for 
over 6 years. She has a bachelor’s degree in 

biochemistry from Wesleyan University and received her 
medical degree from the University of Connecticut. She 
also has a master’s degree in administrative medicine from 
the University of Wisconsin. Dr Lopes has been in the man-
aged care industry for over 18 years as chief medical officer 
of Group Health, Inc, and formerly served as chief medical 
director of Horizon Blue Cross Blue Shield NJ. Dr Lopes has 

extensive experience in disease and case management, 
employee health and wellness, and quality initiatives to 
improve Healthcare Effectiveness Data and Information 
Set (HEDIS) and clinical outcomes. Dr Lopes has been re-
sponsible for medical policy development and implemen-
tation, correct coding initiatives, working against fraud and 
abuse, physician profiling, and the development of a medi-
cal home pilot project in New York. Currently, Dr Lopes is 
chief medical officer at CDMI, a pharmacy and medical 
benefit management company working with 40 different 
health plans covering 60 million lives. She is involved in 
clinical program development including pathways in care, 
quality initiatives to improve HEDIS/MedStar measures, 
adherence and compliance programs, patient assessment 
tools, and formulary management to reduce cost trends 
(as chair of the pharmacy and therapeutics committee). 
She has worked with AMCHealth, an affiliate of Geisinger 
Health Systems, as chief medical officer, where she was 
involved in innovative strategies to impact patient engage-
ment and innovation in patient outreach to improve care 
coordination as part of Geisinger’s strategic HIT initiatives 
in the patient-centered medical home demonstration proj-
ect. 

 Teresa L. Pearson, MS, RN, CDE, 
FAADE 
Owner and Chief Executive Officer 
Innovative Health Care Designs, LLC 
Ms Pearson, a master’s-prepared RN and 
certified diabetes educator, is the own-

er and chief executive officer of Innovative Health Care 
Designs. She is also a clinical consultant for Hallel and 
Habicht Consulting, where she is currently facilitating 
PCMH implementation at various primary care sites and 
is integral to the development of a virtual accountable 
care organization in Southwestern Minnesota. Previously, 
Ms Pearson was the director of diabetes care for Fairview 
Health Services, where she provided direction and over-
sight for diabetes care services at over 40 primary care 
sites with 20 diabetes educators and 12 pharmacists. Prior 
to working at Fairview, she was director of professional 
education at the International Diabetes Center and advi-
sor for diabetes care at HealthPartners. She has served on 
numerous advisory boards and committees, including the 
executive board for the AADE; the Minneapolis-St Paul 
Diabetes Educators; various committees of the ADA; the 
Therapeutic Patient Education Congress of Europe; and 
the Minnesota Diabetes Control and Prevention Program 
Steering Committee. Ms Pearson is a member of the edi-
torial board for The Diabetes Educator and International Dia-
betes Monitor. Currently she is the editor-in-chief of AADE 
in Practice and is a master trainer for the CDC’s National 
Diabetes Prevention Program. 

Ms Pearson is a frequent guest speaker nationally 
and internationally. She has made more than 1000 pre-
sentations and written more than 50 articles on clinical 
diabetes care, facilitating behavior change, screening for 
diabetes, prevention of diabetes, team management of 
diabetes, and healthcare reform issues. Ms Pearson has 
received several awards for her work and has been named 
a fellow of the AADE.
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 Edmund Pezalla, MD, MPH 
Vice President, National Medical Director 
Aetna 
Dr Pezalla serves as national medical 
director for pharmaceutical policy and 
strategy for Aetna in the Office of the 

Chief Medical Officer. He was the head of clinical services 
for Aetna pharmacy management from 2007 to 2009. Prior 
to joining Aetna, Dr Pezalla was the vice president and 
medical director for clinical services from 2004 to 2007 
at Prescription Solutions, now OptumRx. Dr Pezalla also 
served as head of clinical science for Pfizer Health Solu-
tions from 1996 to 2001, and was chief of pediatrics from 
1991 to 1995 at the Kaiser Permanente Medical Center in 
Fremont, California. Dr Pezalla received his medical de-
gree from Georgetown University and completed a flex-
ible internship and pediatric residency at Bethesda Naval 
Hospital. He received his master’s in public health from 
the University of California at Berkeley in 1995 and was 
a health services research fellow and postdoctoral fellow 
in health policy at the University of Michigan from 2001 
to 2003. 

 Todd Prewitt, MD, FAAFP 
Director, Chronic Care Strategies 
Health Guidance Organization 
Humana, Inc 
As the director of chronic care strategies 
for Humana, Dr Prewitt leads a team of 

clinicians in developing transformative population health 
management solutions for members with chronic condi-
tions. Their goal is to energize patients to achieve optimal 
health through self-management training and health-
system support with integrated designs that leverage the 
full spectrum of Humana resources to create provider-
driven member-centric solutions. The team also sup-
ports research and health-system innovations by working 
with pharmacy, device manufacturers, and biotechnology 
to improve the ability to deliver value-based results. Dr 
Prewitt recently served on the National Diabetes Educa-
tion Program and the Practice Transformation Task Force 
of the National Institutes of Health/Centers for Disease 
Control and Prevention, and is on the board of the Colon 
Cancer Prevention Project. He is a fellow of the American 
Academy of Family Medicine. Prior to joining Humana, Dr 
Prewitt directed a division of integrated clinical teams at 
Carewise Health, which provided population health solu-
tions for Fortune 500 self-funded clients across the con-
tinuum from wellness to complex chronic care. Dr Prewitt 
worked in a private family medicine practice before enter-
ing managed care. A graduate of the University of Ken-
tucky College of Medicine, he served as president of the 
Medical Alumni Association as well as on the University 
of Kentucky, College of Medicine Dean’s Advisory Counsel.

 Dennis Scanlon, PhD 
Professor of Health Policy and 
Administration 
Pennsylvania State University 
Dr Scanlon is a professor of health policy 
and administration at The Pennsylvania 

State University, College of Health and Human Develop-
ment. He serves as principal investigator for the Robert 
Wood Johnson Foundation’s Aligning Forces for Quality 
evaluation and is a consultant on an Agency for Health-
care Research and Quality study entitled “Assessing a 
Statewide Multi-Stakeholder Chronic Care Model Imple-

mentation.” Dr Scanlon also serves on the editorial board 
of several journals, including BMC Health Services Research, 
International Scholarly Research Network Public Health, Health 
Services Research, The American Journal of Managed Care, and 
Medical Care Research and Review. In 2002, he received the 
John D. Thompson Prize for Young Investigators, which is 
given annually by the Association of University Programs 
in Health Administration to an outstanding young inves-
tigator in the field of health services research. Scanlon 
earned a master’s degree in economics from the Univer-
sity of Pittsburgh and a doctorate in health services orga-
nization and policy from the University of Michigan. Dr 
Scanlon has published widely, with more than 60 journal 
articles and reports on a variety of topics in the health 
services field. 

 Katherine A. Schneider, MD, MPhil, 
FAAFP 
Executive Vice President and Chief 
Medical Officer 
Medecision 
Nationally known for her work in the field 

of accountable care and patient engagement, Katherine 
A. Schneider’s mission is to deliver better health, better 
care, and sustainable cost in the communities in which 
we work, live, and serve. In her role as executive vice pres-
ident and chief medical officer, she leads Medecision in its 
quest to become the gold-standard pioneer in care cycle 
management technology solutions that help US providers 
and health plans focus on making cost-effective, custom-
er-centric care a reality. With the know-how to liberate 
healthcare from siloed organizational models and build 
new collaborative environments using broad-based popu-
lation management tools, she brings real value to Medeci-
sion and its clients. She enjoys working with customers 
as a strategic partner in their ongoing journey toward val-
ue-based care. Prior to joining Medecision, Dr Schneider 
served as the senior vice president for health engagement 
at AtlantiCare, where she led the system’s strategic trans-
formational work toward accountable care and engaging 
individuals in their own health. In her previous position 
at Middlesex Health System in Connecticut, Dr Schneider 
was active in pilot projects embedding chronic disease 
management in the delivery system, and pilot projects 
involving value-based payment models, including Medi-
care’s Physician Group Practice demonstration project. 
She has led several award-winning initiatives in commu-
nity health improvement. She is a former member of the 
National Advisory Council to the AHRQ, the federal agen-
cy charged with improving the quality, safety, efficiency, 
and effectiveness of healthcare for all Americans. She is 
a board-certified family physician and was in the first co-
hort of US physicians to achieve subspecialty certification 
in clinical informatics in 2013. 

 Amy Tenderich 
Editor-in-Chief 
DiabetesMine.com 
Ms Tenderich is a journalist/blogger and 
patient advocate who started Diabetes-
Mine.com after she was diagnosed with 

type 1 diabetes mellitus in 2003. Her site has become a 
leading online destination for people with diabetes and 
one of the top health blogs around the country and the 
world. In 2006, she won the LillyforLife Achievement 
Award for diabetes journalism from Eli Lilly and Compa-
ny. She is the co-author, along with Dr Richard Jackson of 

Joslin Diabetes Center, of Know Your Numbers, Outlive Your 
Diabetes—a unique motivational guide to the 5 key medi-
cal tests that everyone with diabetes should have regu-
larly and monitor. Ms Tenderich has made it her mission 
to spur innovation in diabetes care that actually origi-
nates with patients. In 2007, she penned an open letter to 
Steve Jobs that went viral and sparked the development 
of an international crowdsourcing competition called the 
DiabetesMine Design Challenge, which was underwritten 
by the California HealthCare Foundation and supported 
by IDEO, a leading design firm with close ties to Stanford 
University. The competition culminated in the Diabetes-
Mine Innovation Summit event, which Ms Tenderich now 
hosts each year at Stanford. Ms Tenderich is also commu-
nity manager of DiabeticConnect.com, the fastest grow-
ing and most successful social networking site for people 
with diabetes, with 700,000 registered members to date. 
She recently joined DiabeticConnect’s parent company, 
Alliance Health Networks, creators of social networks for 
people living with chronic conditions, as vice president 
and chief patient advocate. She is passionate about pa-
tient empowerment, and has become a well-known pub-
lic speaker and advocate for all people with diabetes and 
all engaged “e-patients” everywhere.

 Deneen Vojta, MD 
Senior Vice President, Business Initiatives 
and Clinical Affairs 
UnitedHealth Group 
Dr Vojta is senior vice president for busi-
ness initiatives and clinical affairs at 

UnitedHealth Group and chief clinical officer of the dia-
betes prevention and control alliance. As a member of 
the core leadership group, she identifies innovative so-
lutions in the marketplace for addressing the significant 
healthcare challenges facing the nation. In this role, she 
spearheaded UnitedHealth’s partnership with the CDC 
and the Y–USA to launch the National Diabetes Preven-
tion Program, led the design and study of a scalable child-
hood obesity intervention, and partnered with entrepre-
neurs to disseminate technology delivering healthcare 
in the home. Dr Vojta previously served as vice president 
of research and innovation for UnitedHealthcare. In this 
role, she forged practical and sustainable solutions focus-
ing on payment reform and chronic care delivery. Before 
joining UnitedHealth, she served as chief executive offi-
cer of MYnetico, a company she founded to focus on the 
childhood obesity epidemic facing the nation. Dr Vojta 
has 20 years of executive experience in health system and 
health plan administration. She is well published and is 
frequently invited to speak on a number of health issues. 
Dr Vojta was educated at the University of Pittsburgh and 
Temple University School of Medicine. She trained in pe-
diatrics at the Children’s Hospital of Philadelphia, and in 
2003 she was named one of the “Top 40 under 40” by the 
Philadelphia Business Journal. In 2011, she was named one 
of the “Top Women to Watch” by the Minneapolis-St. Paul 
Business Journal. 
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W ith Jay Hewitt, appearances 
can be deceiving. He comes 
from South Carolina’s west-

ern hills, and looks and sounds like the 
Southern lawyer that he is. But there’s 
much more to his story, and Hewitt 
shared it with the audience that gath-
ered at the reception on the evening of 
April 10, 2014, at “Patient-Centered Dia-
betes: Putting Theory Into Practice.”

A former world-class athlete, Hewitt 
still looks the part, and he surprised the 
audience when he shared that he was 
hours away from turning 47. His addi-
tional biographical details amazed the 
audience even further: diagnosed with 
type 1 diabetes (T1DM) in 1991, at age 23, 
he took up triathlon after receiving the 
news. Eventually, he spent 3 years com-
peting around the globe for the United 
States National Long Course Triathlon 
Team.

As T1DM patient advocate Amy Tend-
erich had noted earlier that day, the dis-
ease is always part of the picture. Hewitt 
agreed. A major part of living with diabe-
tes, he said, “is getting the patient to stay 
with the regimen, because it’s a day-to-
day condition that has to be managed.”

Managing T1DM over the 140 miles of 
an Ironman triathlon, which involves a 
2.5-mile swim, a 26.2-mile marathon, 
and more than 112 miles on a bicycle, 
is complicated for a person without a 
chronic condition. For a type 1 diabet-
ic, it’s a dance of multiple blood sugar 
checks before the race even starts, care-
fully calibrated nutrition and hydration 
intake while on the bicycle, and a final 
push that can sometimes be nothing 
less than excruciating. 

Because of T1DM, Hewitt cannot con-

sume calories as quickly as his competi-
tors, and he typically loses 7 to 8 pounds 
during a race. He has to balance his 
insulin intake precisely and says he is 
often “close to the edge of blowing up.” 
Sometimes the calculations are off and 
he cannot finish, Hewitt says, “but other 
days I get it right, and that is what makes 
the finish line all that much more exhila-
rating and satisfying for me.”

Hewitt was candid about his many 
failed attempts to perfect his routine 
before the day he finally crossed the fin-
ish line. At the 20-mile mark, he saw his 
coach’s head emerge from the crowd. 
“He just screamed because he knew 

how much I wanted it, and he knew how 
much I had gone through,” Hewitt re-
called. “He just yelled out, ‘How bad do 
you want it?’“

That first finish, in 2002, took 9 hours 
and 47 minutes. Later, when he was be-

ing treated in the medical tent, hooked 
up to IVs, Hewitt found a connection to 
the day in 1991 he lay in a hospital bed 
in the emergency department, being told 
for the first time that he had diabetes, 
and that his life was about to change. 

“I had nothing left in my body, and I 
wouldn’t have it any other way,” Hewitt 
said. “I remember at that point thinking 
how ironic and wonderful the circle of 
life is, that on the worst day of my life 
I was in a hospital bed with an IV in my 
arm, too weak to stand, with tears in my 
eyes, and here I was after this race with 
an IV to rehydrate me, with tears of joy, 
too weak to stand or lift my head. The 
circle was now complete.”

Hewitt has raced stand-alone mara-
thons, 3000-mile bicycle races across the 
United States, and triathlons of shorter 
distances. Now married with 3 young 
children, he no longer races full-time, 
but still travels on behalf of Novo Nor-
disk to talk about what is possible for a 
T1DM patient with proper disease man-
agement. Some challenges are the same, 
whether racing or not.

“The questions that I get asked the 
most are, how do I stay motivated to do 
something like this, and how I manage 
my diabetes to do something like this?” 
Hewitt said. “Many of you are thinking, if 
I could just get my patients or the people 
that I am interested in with diabetes to 
just lead their normal life and manage it 
with diabetes…that would be a victory.

“You don’t have to do the Ironman in 
order to live healthy for 23 years with 
type 1 diabetes, but if I can do that, then 
people with type 1 or type 2 can do so 
much more. It doesn’t have to be a hand-
icap. It really can be a source of motiva-

tion, because it’s the reason I race.”
Hewitt said he no longer remembers 

what life was like before his diagnosis, 
and he takes the accommodations he 
has to make for T1DM in stride. For ex-
ample, when getting out of the water af-
ter a swim, he has to be careful during 
the rapid transition to the bicycle not to 
rip off his continuous glucose monitor. 
Most other competitors have no such 
worries. 

“I respect my diabetes, but I’m not 
going to surrender to it. Respecting it 
means that I’m not going to try to forget 
it, or just deny it. I’m not living in denial,” 
he said. “I want to live like I don’t have 
diabetes, but that is not living in denial. 
That is living in determination…perhaps 
a little bit different than normal, but do-
ing it with diabetes.”

Hewitt has figured out the right com-
bination of speed, nutrition, hydration, 
and insulin to get himself to the finish 
line in 8.5 to 9 hours, which is a little 
behind the top finishers but still highly 
competitive. “I will use every last muscle, 
fiber, cell, calorie, and follicle in my body 
to get to the finish line,” he said. “But I 
always have just enough strength at that 
finish line to turn around and step on 
the neck of this disease that was chained 
to my ankle for 140 miles and say, ‘You 
are messing with the wrong guy.’ “

“If you can convey that to somebody 
who has diabetes, that it doesn’t have to 
stop you, that in fact it can be something 
that can help you, you can start eat-
ing more healthy, exercising more, and 
those around you should be doing the 
same thing.” EBDM

Triathlete Pushes Limits of What’s Possible  
With Type 1 Diabetes

Workers’ Ties to Populations They Serve Help Bridge 
Gaps to Overcome Health Disparities 

Whether they are called patient 
navigators, outreach workers, 
or some other name, commu-

nity health workers (CHWs) who live 
among the people they serve are key to 
overcoming health disparities among 
minority or immigrant groups, accord-
ing to a public health expert who has 

seen the results.
Nadia S. Islam, PhD, assistant pro-

fessor for population health at NYU 
Langone Medical Center, described the 
CHW model in her talk, “Overcoming 
Socioeconomic Disparities in Diabetes 
Care,” as one that can be replicated and 
fine-tuned to meet the needs of specific 

groups. Islam has studied programs that 
serve several Asian American subgroups 
in New York City. The common thread of 
successful programs is recruiting health 
workers who are respected community 
members, and who understand the cul-
tural barriers to good healthcare.

CHWs, Islam said, “serve as a bridge 

between communities and systems–
not just healthcare systems but other 
systems that influence the receipt of 
healthcare and living healthy lives.”

Models that include key figures like 
CHWs will become more important as 
immigrant populations increase, she 
said. For instance, one hurdle Islam 

“I respect my 
diabetes, but 

I’m not going to 
surrender to it. 

Respecting it means 
that I am not going 
to try to forget it, or 

just deny it.” 
–Jay Hewitt
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The problem of getting patients 
to stick with their medication 
regimens is both a huge driver of 

healthcare costs and a land of opportu-
nity for those who seek ways to bring 
those costs under control. Josh Benner, 
PharmD, ScD, outlined a program de-
signed to tackle this well-documented 
challenge, which is offered by the com-
pany he founded, RxAnte.

Benner, now a visiting scholar at the 
Brookings Institution as well as Rx-
Ante’s president, began his talk, “Im-
proving Adherence in Diabetes and 
Chronic Disease,” with numbers on the 
staggering cost of poor adherence: the 
nation spends $325 billion annually on 
prescription drugs, followed by another 
$300 billion on the results of misuse or 

poor adherence. “So, for every dollar 
we spend on prescription drugs in this 
country,” Benner said, “we spend ano 
ther dollar on the consequences of their 
misuse.”

Since the reasons for poor adherence 
have been well documented, Benner 
dove right into his discussion points 
on the challenge of fixing it. Driving 
up adherence rates will be crucial to 
healthcare providers, he said, because 
Medicare now rates them on how well 
they do, and CMS has started paying 
bonuses to its highest rated providers. 
With adherence now accounting for 3 
weighted factors (including adherence 
to diabetes drugs) in Medicare ratings, 
early results show that paying providers 
to work harder to get patients to stick 

with medication is successful. “Incen-
tives are here to stay,” Benner said.

Providers, then, need analytic tools to 
help predict which patients are at risk 
for not taking medication, so they can 
intervene. “There is nothing more effec-
tive than getting people’s own doctors, 
own pharmacists, own nurses, the peo-
ple they trust for healthcare informa-
tion, to help manage their medication 
use better,” Benner said. The problem, 
until now, has been transferring the re-
sults of small pilot studies to serve large 
populations. 

He cited 2 recent papers appearing 
in the Journal of the American Medical 
Association and the New England Journal 
of Medicine that condense intervention 
down to 3 steps:

•  Adherence must be the provider’s 
job. They have to be paid to address 
medication use.

•  The list of at-risk patients must be 
focused. Doctors need up-to-date 
information on not only patients 
who have not taken medication in 
the past, but also those who present 
new risks for poor adherence.

•  Providers need tools. That’s where 
companies like RxAnte play an es-
sential role, identifying those in the 
population who are at risk. Once 
identified, they can be the target 
of concerted efforts. For example, 
identifying patients who haven’t 
picked up a prescription after 14 
days allows providers to create a list 
of who must be contacted by phone.

Incentives and Tools as Keys to Improving Medication 
Adherence

noted was that non–Asian Americans 
often believe Asian Americans are a 
“model minority.” In fact, these com-
munities can be bifurcated, with some 
residents doing very well professionally 
and socially and others living in desper-
ate poverty. As such, the community’s 
healthcare is obviously impacted.

“The diabetes epidemic is very square-
ly focused on Asia. It’s well known that 
India and China have the highest rates 
of diabetes,” Islam said. “So it’s surpris-
ing that the diabetes disparities among 
Asian Americans are not as widely dis-
cussed or documented.” 

Part of the problem is data, she noted. 
Asians are often categorized in 1 group 
during data collection, although health 
characteristics can vary widely, depend-
ing on one’s nation of origin as well as 
socioeconomic factors.

Islam described 3 programs in place 
in New York City:

•  Project Aspire, a hypertension man-
agement program for the Filipino 
community

•  The DREAM (Diabetes Research Ed-
ucation Action among Minorities) 
Project, a diabetes management 
program for the Bangladeshi com-
munity

•  Project Rice, a diabetes prevention 
program for residents originally 
from South Asia and Korea

Research conducted on these pro-
grams involves “numerous stakehold-
ers,” Islam said, including religious 
groups, community organizations, so-
cial service agencies, and academic 
partners. By using rigorous curricula 
from groups like the National Health 
Lung and Blood Institute in combina-
tion with culturally appropriate re-
search methods, the projects have been 
able to develop health interventions 
that overcome obstacles such as limited 

English proficiency. 
The programs communicate with 

their target audiences through ethnic 
media, and once CHWs become em-
bedded in the communities they serve, 
referrals from past participants have a 
“snowball” effect.

Researchers sometimes glean sur-
prising information, Islam said. For ex-
ample, there’s a belief that when immi-
grant groups come to the United States, 
they gain weight and develop diabetes 

in part because they adopt American di-
ets. That’s not entirely true, it turns out. 

“What we’ve found is that people very 
strongly hold onto their home coun-
try diets,” Islam said. What happens, 
though, is that portion levels of certain 
foods–such as high-fat meats–that were 
once used sparingly are suddenly avail-
able in abundance. 

Or take the case of Bangladeshi men, 
who typically work in low-wage profes-
sions such as cab driving. “We found in 
this population that there were really 
low rates of physical activity,” she said. 
Many participants never thought about 
getting exercise before they started the 
program, and once they start, partici-
pants report higher rates of physical ac-
tivity.

More profound are examples of CHWs 
addressing cultural restrictions that 
prevent some of the immigrant wom-
en from traveling without an escort. 
Just getting women to learn to take the 
subway to see a doctor can be a major 
undertaking. Yet one 52-year-old Ban-
gladeshi woman who overcame these 
hurdles now volunteers for the DREAM 
program, Islam said.

Future studies, she said, will inte-
grate CHWs into initiatives with pro-
viders and payers, perhaps with incen-
tives. EBDM

Nadia S. Islam, PhD
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Every person with diabetes is dif-
ferent. Some with type 2 diabe-
tes mellitus (T2DM) will be moti-

vated to lose weight; many will not be. 
For some, T2DM is their main problem; 
for others, diabetes is just one of many 
health problems that must be managed 
at once.

Some patients with T2DM may be 
helped by advances that remind them to 
stick with diets and exercise, while those 
with type 1 diabetes (T1DM) have no use 
for wearing another gadget, according to 
one of their leading advocates.

The challenge of treating diabetes 
as healthcare reform takes hold, then, 
sometimes seems one of competing 
mandates: providers will increasingly 
be rewarded for improving the health of 
populations, yet the best solutions seem 
to be those tailored to the individual. 

Josh Benner, PharmD, founder and 
president of the healthcare improve-
ment group RxAnte, put his finger on 
this challenge during the panel discus-
sion that followed the 2 presentations 
during the session, “Addressing Chal-
lenges in Diabetes.” This was first ses-
sion of the meeting, “Patient-Centered 
Diabetes Care: Putting Theory into Prac-
tice,” which took place April 10, 2014, at 
the Princeton Marriott at Forrestal. 

Amy Tenderich, founder and editor of 
DiabetesMine.com, said the challenge 
of treating diabetes starts with under-
standing what it means to live with the 

disease every day. Yes, persons with 
T1DM or T2DM are “patients,” but they 
also identify as professionals, parents, 
travelers, students, or other roles that 
have nothing to do with a disease. She 
challenged the audience to “think about 
what you did in the past 3 days, and then 
think about doing that with diabetes.” 

The healthcare system, she said, 
doesn’t always grasp how hard it is to 
stay motivated on a specialized diet or 
exercise program, or how taxing it can be 
to constantly monitor devices attached 
to the body to avoid blood sugar levels 
that are too low or too high. “It’s a huge 
challenge,” Tenderich said. “It’s incred-
ibly important to keep that in mind.”

“There’s a breakdown in the recogni-
tion of what the reality is of living with 
a chronic disease like diabetes,” she said, 
and if that reality were better under-
stood by payers, providers, and the phar-
maceutical industry, “we would have 
better solutions today.”

Solutions can start with data, and Ma-
ria Lopes, MD, MS, of AMC Health, said 
health plans often have plenty of it. The 
problem is taking the data and figuring 
out how to make it useful, both in man-
aging individual cases and in tackling the 
disease among a group of patients. For 
example, “patient engagement” seems 
like an answer, but not if that means a 
patient gets multiple phone calls from 
different parts of the healthcare delivery 
system, all asking the same thing.

When payers think about the chal-
lenge of patient engagement, she said, 
they are thinking, “How do you make it 
scalable? How do you individualize that 
degree of scalability?” Payers must tailor 
programs to individuals, but they also 
deal with limited resources. That’s why 
the idea of a patient-centered medical 
home (PCMH) is so important, she said. 
“The physician still has 5 minutes to 
spend with the patient, but there are a 
lot of outbound calls—the behavioral in-
terviewing, the motivational interview-
ing.” 

These efforts will get at what’s behind 
the huge problem of nonadherence, 
Lopes said, and how best to direct re-
sources. That’s why developing a person-
alized approach is so important, Benner 
added. “The past 2 decades of old-style 
disease management have proved to us 
that you can’t blast a population with a 
one-size-fits-all intervention and expect 
your problems to go away.”

Part of developing more personal-
ized approaches means understanding 
changing demographics in the United 
States, including the arrival of new im-
migrant groups, the changing face of 
poverty, and the changing nature of the 
workforce, said Nadia S. Islam, PhD, of 
NYU Medical Center.

For example, 1 evidence-based dia-
betes prevention program supported in 
the literature has 16 core sessions and 
22 recommended sessions. “How is that 
going to work for people working 6 to 7 
days a week, 12 to 16 hours a day?” Islam 
asked.

One source of hope, said moderator 
Jan Berger, MD, MJ, of Health Intelligence 
Partners, is that diabetes has become a 
global struggle, and perhaps the solu-

tions can be global as well.
Tenderich encouraged the panel to 

keep in the mind the perspective of the 
person with diabetes, who has to live 
with the disease every day. One “inter-
vention” that would cost nothing is for 
the person to get encouragement over 
time from his or her physician. “I don’t 
know anyone with type 1 who is an adult 
who hasn’t experienced clinical depres-
sion,” Tenderich said. “It is extremely dif-
ficult to stay motivated, and I think what 
we all lack is some sense of accomplish-
ment.” More than all the technology and 
“apps,” she said, what would help most 
is rewards for patients who keep glycat-
ed hemoglobin (A1C) monitored and in 
check.

Lopes said health plans will look for 
evidence before they act. “We are spend-
ing a lot on patients who are diabetics, 
who are not at goal, who are on multiple 
drugs and still not at goal,” she said. Us-
ing clinical pathways and addressing 
“clinical inertia,” which will be needed 
when physicians are measured on how 
well patients do, are possible answers.

Islam agreed that innovations in 
treating diabetes would “have to go be-
yond technology.” Reaching the patients 
where diabetes is increasingly going to 
be concentrated means training work-
ers who can meet specialized needs and 
gain patients’ trust. Berger agreed.

“I actually think our largest challenge 
is the fragmentation and the segmenta-
tion of the people who are involved, in 
both the problem and the solution and 
the lack of trust,” Berger said. “If we all 
sit down and talk, we’ll learn that maybe 
we have more in common than we have 
(qualities) that are different.” EBDM

Challenges in Diabetes: How to Focus on Individuals, 
Improve Health of Populations
The first panel discussion, “Addressing Challenges in Diabetes,” featured Josh Benner, 
PharmD, ScD, founder and president of the healthcare technology company RxAnte; 
Maria Lopes, MD, MS, chief medical officer at AMC Health; Nadia S. Islam, PhD, 
assistant professor for population health at NYU Medical Center; and Amy Tenderich, 
founder and editor-in-chief of DiabetesMine.com. Jan Berger, MD, MJ, and CEO of 
Health Intelligence Partners, moderated the panel.

It’s essential that these efforts be fo-
cused, because doctors, especially pri-
mary care physicians, have no time to 
spare.

RxAnte’s pilot program, in place from 
July to December 2013, targeted 29,000 
Medicare Advantage patients across 
1300 practices in one health plan who 
were identified as at risk for poor adher-

ence. These patients, Benner said, could 
“make or break” the plan’s Medicare 
ratings for the year. RxAnte hoped to 
get about 130 of the practices to partici-
pate in the pilot; instead, interest was 
so strong that 570 signed on in 6 weeks. 
Some practices participated through 
a Web-based portal, while others used 
faxes and other more traditional com-

munication methods. 
Results categorized by therapy 

showed the greatest improvement in 
getting patients to stick with statins. 
The most engaged practices, which 
used the Web portal, improved statin 
adherence rates by 3.8% and had the 
best results, Benner said.

In some practices, doctors called pa-

tients themselves, while others had a 
nurse or community health worker per-
form this task. Flexibility is key, Benner 
stressed. “We learned that these prac-
tices will use a variety of approaches for 
engaging patients.” EBDM

The American Journal of Managed Care • August 2014 • Volume 20, Special Issue 9
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Qsymia 
15 mg/
92 mg 
(n=634)

Qsymia 
7.5 mg/
46 mg 
(n=344)

Achieve and maintain weight loss that is clinically meaningful for 1 year1

In Study 2, the CONQUER Trial, 2,487 overweight or obese patients (BMI* 27 or greater and less 
than or equal to 45) with 2 or more weight-related comorbidities were evaluated for 1 year1 

  5% weight loss or greater† was achieved by 70% of patients who took the Qsymia™ 15 mg/92 mg dose
and 62% who took the 7.5 mg/46 mg dose, compared with 21% in the placebo group (P<0.0001)1

 •  In CONQUER, patients randomized to Qsymia 7.5 mg/46 mg or 15 mg/92 mg achieved, on average, at least 
5% weight loss within 8 weeks1,2

  In CONQUER, 84% of patients randomized to Qsymia 7.5 mg/46 mg responded to treatment. Responders were 
defi ned as patients who achieved at least 3% weight loss at 12 weeks1,2

  In CONQUER, Qsymia provided clinically meaningful weight loss, even in obese patients taking SSRIs, SNRIs, 
or bupropion1,2

Indication
Qsymia™ (phentermine and topiramate extended-release) capsules CIV is a combination of phentermine, a 
sympathomimetic amine anorectic, and topiramate extended-release, an antiepileptic drug, indicated as an adjunct to 
a reduced-calorie diet and increased physical activity for chronic weight management in adults with an initial body 
mass index (BMI) of:

 30 kg/m2 or greater (obese) or

  27 kg/m2 or greater (overweight) in the presence of at least one weight-related comorbidity such as hypertension, 
type 2 diabetes mellitus, or dyslipidemia

Limitations of Use:

 The e� ect of Qsymia on cardiovascular morbidity and mortality has not been established

  The safety and e� ectiveness of Qsymia in combination with other products intended for weight loss, including 
prescription and over-the-counter drugs, and herbal preparations, have not been established

Important Safety Information
  Qsymia (phentermine and topiramate extended-release) capsules CIV is contraindicated in pregnancy; in patients with 
glaucoma; in hyperthyroidism; in patients receiving treatment or within 14 days following treatment with monoamine 
oxidase inhibitors (MAOIs); or in patients with hypersensitivity to sympathomimetic amines, topiramate, or any of the 
inactive ingredients in Qsymia. 

  Qsymia can cause fetal harm. A fetus exposed to topiramate, a component of Qsymia, in the fi rst trimester of 
pregnancy has an increased risk of oral clefts (cleft lip with or without cleft palate).

  Females of reproductive potential should have a negative pregnancy test before treatment and monthly thereafter 
and use e� ective contraception consistently during Qsymia therapy. 

  If a patient becomes pregnant while taking Qsymia, treatment should be discontinued immediately, and the patient 
should be informed of the potential hazard to the fetus.  

  Qsymia is not indicated for the treatment of hypertension, type 2 diabetes 
mellitus, or dyslipidemia1 

Safety profi le evaluated for 1 year1

  Most common adverse reactions (incidence 5% or greater and at 
least 1.5 times placebo) are: paraesthesia,§ dizziness, dysgeusia,
insomnia, constipation, and dry mouth1

*BMI is measured in kg/m2.
†Primary endpoint. Intent-to-treat, last observation carried forward.1
‡ Completers data (from subjects who had a 1-year evaluation within 7 days of their last dose).2

§  Reports of paraesthesia were typically characterized as tingling in the hands, feet, or face.1

Please see brief summary of Qsymia Prescribing Information on the 
following pages and Qsymia Full Prescribing Information available at 
www.Qsymia.com. 

At the beginning of the study, the average weight and BMI of patients were 227 pounds and 36.6, respectively.1

Eligible comorbidities included hypertension with an elevated blood pressure (greater than or equal to 140/90 mmHg, 
or greater than or equal to 130/85 mmHg for diabetics) or requirement for greater than or equal to 2 antihypertensive 
medications; high cholesterol with triglycerides greater than 200-400 mg/dL or were receiving treatment with 2 or more 
lipid-lowering agents; diabetes with an elevated fasting blood glucose (greater than 100 mg/dL) or diabetes; waist circumference 
of 102 cm or greater in men, 88 cm or greater in women.1

For all patients, a well-balanced, reduced-calorie diet (decrease of 500 kcal/day) was recommended, and nutritional and 
lifestyle modifi cation counseling was also o� ered.1

66% of patients in the Qsymia groups completed 1 year of treatment vs 57% in the placebo group.2

QSYMIA (phentermine and topiramate extended-release) capsules CIV 
VS PLACEBO FOR 1 YEAR OF TREATMENT (P<0.0001)1,2‡

© 2012-2013 VIVUS, Inc. All rights reserved. 100009.01-USP
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Future Thinking in Diabetes Care:  
The Impact of New Practice Models

On the second day of the second 
annual meeting on diabetes 
management held by The Ameri-

can Journal of Managed Care in Princeton, 
NJ, the keynote address was delivered by 
Robert Gabbay, MD, PhD, chief medical 
officer and senior vice president at the 
Joslin Diabetes Center. 

Gabbay focused on discussing qual-
ity issues associated with patient care, 
using steps successfully implemented 
at Joslin as examples. He discussed the 
influence of payment reforms by the Af-
fordable Care Act on improved quality in 
patient care. He also addressed patient 
engagement, particularly the influence 
of digital solutions. 

Diabetes and its associated second-
ary health issues are a huge drain on the 
healthcare system. Over 8% of the popu-
lation in the United States has diabetes, 
and the number keeps increasing with 
an average of 2 million new cases annu-
ally. More than 40% of end-stage renal 
disease and kidney failure is diabetes-
associated, and diabetes results in about 
65,000 amputations per year. “If you 
think our health system is broken now, 
imagine one-third of all patients having 
diabetes,” said Gabbay. 

Almost a quarter of a trillion dollars 
are spent in direct healthcare costs for 
diabetes, and a typical person with dia-
betes costs twice as much in healthcare 
as one without diabetes. The bulk of the 
costs are hospital-related, with provider 
and pharmaceutical costs comprising a 
relatively small percentage. An evidence 
base developed with clinical trials has 
linked most diabetes-related costs to 
preventable complications, complica-
tions that can be controlled by adhering 
to standards such as getting glycated 
hemoglobin (A1C) to <7 for most pa-
tients, keeping blood pressure at <140/90 
mmHg, and using statins, aspirin, and 
ACE inhibitors as preventive therapy. 

Gabbay believes that early screening 
for complications can lower long-term 
costs. “Only 14% of people with diabe-
tes are at goal for A1C, blood pressure, 
and cholesterol,” he said. “That is an im-
provement from a few years ago when it 
was only 8%, but there are still 86% who 
are not where they need to be. So what 
is the problem? Why is this happening?” 

He said a major change in physician 
outlook is necessary—shifting from 
thinking of a single patient at a time to 
thinking about the entire population of 
patients associated with a practice. The 
electronic health record (EHR) system 
can prove to be a tremendous resource 

in such a population analysis. Essential-
ly, the capability exists to build a diabe-

tes registry through EHRs that can offer 
valuable feedback on disease-related 

quality metrics. Gabbay acknowledged 
the incredible vision of the founder of 



the Joslin Diabetes Center, Elliott Joslin, 
who maintained meticulous records of 
patients with chronic diseases, essen-
tially fostering the epidemiology of pa-
tient disease. 

Gabbay believes that measuring qual-
ity is the first step to improving it. “Most 
providers overestimate the effective-
ness of their care, and that is why we go 
through a little process when we share 

those data. So the idea is to measure 
quality looking at a population and then 
measure that by provider, by practice, 
and then ultimately by region and mak-
ing those data ultimately transparent 

to drive improvement,” he explained. 
Providers, Gabbay continued, need to 
realize and accept the fact that quality 
measures, though not perfect, serve the 
ultimate goal of recognizing gaps and 
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Achieve and maintain weight loss that is clinically meaningful for 1 year1

In Study 2, the CONQUER Trial, 2,487 overweight or obese patients (BMI* 27 or greater and less 
than or equal to 45) with 2 or more weight-related comorbidities were evaluated for 1 year1 

  5% weight loss or greater† was achieved by 70% of patients who took the Qsymia™ 15 mg/92 mg dose
and 62% who took the 7.5 mg/46 mg dose, compared with 21% in the placebo group (P<0.0001)1

 •  In CONQUER, patients randomized to Qsymia 7.5 mg/46 mg or 15 mg/92 mg achieved, on average, at least 
5% weight loss within 8 weeks1,2

  In CONQUER, 84% of patients randomized to Qsymia 7.5 mg/46 mg responded to treatment. Responders were 
defi ned as patients who achieved at least 3% weight loss at 12 weeks1,2

  In CONQUER, Qsymia provided clinically meaningful weight loss, even in obese patients taking SSRIs, SNRIs, 
or bupropion1,2

Indication
Qsymia™ (phentermine and topiramate extended-release) capsules CIV is a combination of phentermine, a 
sympathomimetic amine anorectic, and topiramate extended-release, an antiepileptic drug, indicated as an adjunct to 
a reduced-calorie diet and increased physical activity for chronic weight management in adults with an initial body 
mass index (BMI) of:

 30 kg/m2 or greater (obese) or

  27 kg/m2 or greater (overweight) in the presence of at least one weight-related comorbidity such as hypertension, 
type 2 diabetes mellitus, or dyslipidemia

Limitations of Use:

 The e� ect of Qsymia on cardiovascular morbidity and mortality has not been established

  The safety and e� ectiveness of Qsymia in combination with other products intended for weight loss, including 
prescription and over-the-counter drugs, and herbal preparations, have not been established
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  Females of reproductive potential should have a negative pregnancy test before treatment and monthly thereafter 
and use e� ective contraception consistently during Qsymia therapy. 

  If a patient becomes pregnant while taking Qsymia, treatment should be discontinued immediately, and the patient 
should be informed of the potential hazard to the fetus.  

  Qsymia is not indicated for the treatment of hypertension, type 2 diabetes 
mellitus, or dyslipidemia1 

Safety profi le evaluated for 1 year1

  Most common adverse reactions (incidence 5% or greater and at 
least 1.5 times placebo) are: paraesthesia,§ dizziness, dysgeusia,
insomnia, constipation, and dry mouth1
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†Primary endpoint. Intent-to-treat, last observation carried forward.1
‡ Completers data (from subjects who had a 1-year evaluation within 7 days of their last dose).2

§  Reports of paraesthesia were typically characterized as tingling in the hands, feet, or face.1

Please see brief summary of Qsymia Prescribing Information on the 
following pages and Qsymia Full Prescribing Information available at 
www.Qsymia.com. 

At the beginning of the study, the average weight and BMI of patients were 227 pounds and 36.6, respectively.1

Eligible comorbidities included hypertension with an elevated blood pressure (greater than or equal to 140/90 mmHg, 
or greater than or equal to 130/85 mmHg for diabetics) or requirement for greater than or equal to 2 antihypertensive 
medications; high cholesterol with triglycerides greater than 200-400 mg/dL or were receiving treatment with 2 or more 
lipid-lowering agents; diabetes with an elevated fasting blood glucose (greater than 100 mg/dL) or diabetes; waist circumference 
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66% of patients in the Qsymia groups completed 1 year of treatment vs 57% in the placebo group.2
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improving treatment. The competitive 
nature of physicians can be used to drive 
improvement by comparing patient data 
within or between practices. 

This was the model adopted at Joslin 

to improve quality of care. Patients en-
rolled at Joslin for treatment, usually 
those patients who are most unwell, 
were followed for 1 year in the system. 
At the end of the year, a 230% improve-

ment in the attainment of A1C, blood 
pressure, and cholesterol goals was doc-
umented. The drop in A1C was from 8.5 
to 7.6–since a majority of the patients 
suffer from significant kidney disease, 

cardiovascular disease, and hypoglyce-
mia unawareness, it is not safe to drive 
their A1C to <7. Additionally, the percent-
ages of patients with A1C >9, probably 
the biggest group to target in any quality 

QSYMIA™ (phentermine and topiramate extended-release) capsules CIV

BRIEF SUMMARY: Consult package insert or www.Qsymia.com for Full Prescribing Information. For 
more information about Qsymia, please call VIVUS Medical Information at 1-888-998-4887 or visit our 
Web site at www.Qsymia.com.

INDICATIONS AND USAGE: Qsymia is indicated as an adjunct to a reduced-calorie diet and increased 
physical activity for chronic weight management in adult patients with an initial body mass index 
(BMI) of 30 kg/m2 or greater (obese), or 27 kg/m2 or greater (overweight) in the presence of at least 
one weight related comorbidity such as hypertension, type 2 diabetes mellitus, or dyslipidemia. The 
indication includes the following limitations of use: The effect of Qsymia on cardiovascular morbidity 
and mortality has not been established, and the safety and effectiveness of Qsymia in combination 
with other products intended for weight loss, including prescription and over-the-counter drugs and 
herbal preparations have not been established.

CONTRAINDICATIONS: Qsymia is contraindicated in the following conditions: Pregnancy, glaucoma, 
hyperthyroidism, during or within 14 days following the administration of monoamine oxidase 
inhibitors, and known hypersensitivity or idiosyncrasy to the sympathomimetic amines.

DOSAGE AND ADMINISTRATION: In adults with an initial BMI of 30 kg/m2 or greater or  
27 kg/m2 or greater when accompanied by weight-related co-morbidities such as 
hypertension, type 2 diabetes mellitus, or dyslipidemia prescribe Qsymia as follows: 1) Take 
Qsymia once daily in the morning with or without food. Avoid dosing with Qsymia in the 
evening due to the possibility of insomnia. 2) Start treatment with Qsymia 3.75 mg/23 mg  
(phentermine 3.75 mg/topiramate 23 mg extended-release) daily for 14 days; after 14 days increase  
to the recommended dose of Qsymia 7.5 mg/46 mg (phentermine 7.5 mg/topiramate 46 mg 
extended-release) once daily. 3) Evaluate weight loss after 12 weeks of treatment with 
Qsymia 7.5 mg/46 mg. If a patient has not lost at least 3% of baseline body weight on 
Qsymia 7.5 mg/46 mg, discontinue Qsymia or escalate the dose, as it is unlikely that the 
patient will achieve and sustain clinically meaningful weight loss at the Qsymia 7.5 mg/ 
46 mg dose. To escalate the dose: Increase to Qsymia 11.25 mg/69 mg (phentermine 11.25 mg/ 
topiramate 69 mg extended-release) daily for 14 days; followed by dosing Qsymia 15 mg/ 
92 mg (phentermine 15 mg/topiramate 92 mg extended-release) daily. 4) Evaluate weight 
loss following dose escalation to Qsymia 15 mg/92 mg after an additional 12 weeks of 
treatment. If a patient has not lost at least 5% of baseline body weight on Qsymia 15 mg/ 
92 mg, discontinue Qsymia as directed, as it is unlikely that the patient will achieve and sustain  
clinically meaningful weight loss with continued treatment. 5) Qsymia 3.75 mg/23 mg 
and Qsymia 11.25 mg/69 mg are for titration purposes only. 6) Discontinuing Qsymia: 
Discontinue Qsymia 15 mg/92 mg gradually by taking a dose every other day for at least 
1 week prior to stopping treatment altogether, due to the possibility of precipitating a 
seizure (see WARNINGS AND PRECAUTIONS). Dosing in Patients with Renal Impairment: 
In patients with moderate (creatinine clearance [CrCl] greater than or equal to 30 and less 
than 50 mL/min) or severe (CrCl less than 30 mL/min) renal impairment dosing should not 
exceed Qsymia 7.5 mg/46 mg once daily. Renal impairment is determined by calculating CrCl  
using the Cockcroft-Gault equation with actual body weight (see WARNINGS AND PRECAUTIONS).  
Dosing in Patients with Hepatic Impairment: In patients with moderate hepatic impairment  
(Child-Pugh score 7-9), dosing should not exceed Qsymia 7.5 mg/46 mg once daily (see WARNINGS 
AND PRECAUTIONS).

DOSAGE FORMS AND STRENGTHS: Qsymia capsules are formulated in the following four strength 
combinations (phentermine mg/topiramate mg extended-release):
• 3.75 mg/23 mg [Purple cap imprinted with VIVUS, Purple body imprinted with 3.75/23]
• 7.5 mg/46 mg [Purple cap imprinted with VIVUS, Yellow body imprinted with 7.5/46]
• 11.25 mg/69 mg [Yellow cap imprinted with VIVUS, Yellow body imprinted with 11.25/69]
• 15 mg/92 mg [Yellow cap imprinted with VIVUS, White body imprinted with 15/92]

QSYMIA RISK EVALUATION AND MITIGATION STRATEGY (REMS): Because of the teratogenic risk 
associated with Qsymia therapy, Qsymia is available through a limited program under the REMS. 
Under the Qsymia REMS, only certified pharmacies may distribute Qsymia. Further information is 
available at www.QsymiaREMS.com or by telephone at 1-888-998-4887.

WARNINGS AND PRECAUTIONS: Fetal Toxicity: Qsymia can cause fetal harm. Data from pregnancy 
registries and epidemiology studies indicate that a fetus exposed to topiramate, a component of 
Qsymia, in the first trimester of pregnancy has an increased risk of oral clefts (cleft lip with or 
without cleft palate). If Qsymia is used during pregnancy or if a patient becomes pregnant while 
taking Qsymia, treatment should be discontinued immediately, and the patient should be apprised 
of the potential hazard to a fetus. Females of reproductive potential should have a negative 
pregnancy test before starting Qsymia and monthly thereafter during Qsymia therapy. Females of 
reproductive potential should use effective contraception during Qsymia therapy. Increase in Heart 
Rate: Qsymia can cause an increase in resting heart rate. A higher percentage of Qsymia-treated 
overweight and obese adults experienced heart rate increases from baseline of more than 5, 10, 15, 
and 20 beats per minute (bpm) compared to placebo-treated overweight and obese adults. The 
clinical significance of a heart rate elevation with Qsymia treatment is unclear, especially for patients 
with cardiac and cerebrovascular disease (such as patients with a history of myocardial infarction or 
stroke in the previous 6 months, life-threatening arrhythmias, or congestive heart failure). Regular 
measurement of resting heart rate is recommended for all patients taking Qsymia, especially 
patients with cardiac or cerebrovascular disease or when initiating or increasing the dose of Qsymia. 
Qsymia has not been studied in patients with recent or unstable cardiac or cerebrovascular disease 
and therefore use is not recommended. Patients should inform healthcare providers of palpitations 

or feelings of a racing heartbeat while at rest during Qsymia™ (phentermine and topiramate 
extended-release) capsules CIV treatment. For patients who experience a sustained increase in 
resting heart rate while taking Qsymia, the dose should be reduced or Qsymia discontinued. Suicidal 
Behavior and Ideation: Antiepileptic drugs (AEDs), including topiramate, a component of Qsymia, 
increase the risk of suicidal thoughts or behavior in patients taking these drugs for any indication. 
Patients treated with Qsymia should be monitored for the emergence or worsening of depression, 
suicidal thoughts or behavior, and/or any unusual changes in mood or behavior. Discontinue Qsymia 
in patients who experience suicidal thoughts or behaviors. Avoid Qsymia in patients with a history 
of suicidal attempts or active suicidal ideation. Acute Myopia and Secondary Angle Closure 
Glaucoma: A syndrome consisting of acute myopia associated with secondary angle closure 
glaucoma has been reported in patients treated with topiramate, a component of Qsymia. 
Symptoms include acute onset of decreased visual acuity and/or ocular pain. Ophthalmologic 
findings can include myopia, anterior chamber shallowing, ocular hyperemia (redness), and 
increased intraocular pressure. Mydriasis may or may not be present. This syndrome may be 
associated with supraciliary effusion resulting in anterior displacement of the lens and iris, with 
secondary angle closure glaucoma. Symptoms typically occur within 1 month of initiating treatment 
with topiramate but may occur at any time during therapy. The primary treatment to reverse 
symptoms is immediate discontinuation of Qsymia. Elevated intraocular pressure of any etiology, if 
left untreated, can lead to serious adverse events including permanent loss of vision. Mood and 
Sleep Disorders: Qsymia can cause mood disorders, including depression, and anxiety, as well as 
insomnia. Patients with a history of depression may be at increased risk of recurrent depression or 
other mood disorders while taking Qsymia. The majority of these mood and sleep disorders resolved 
spontaneously, or resolved upon discontinuation of dosing (see ADVERSE REACTIONS). For clinically 
significant or persistent symptoms consider dose reduction or withdrawal of Qsymia. If patients 
have symptoms of suicidal ideation or behavior, discontinue Qsymia. Cognitive Impairment: 
Qsymia can cause cognitive dysfunction (e.g., impairment of concentration/attention, difficulty with 
memory, and speech or language problems, particularly word-finding difficulties). Rapid titration or 
high initial doses of Qsymia may be associated with higher rates of cognitive events such as 
attention, memory, and language/word-finding difficulties (see ADVERSE REACTIONS). Since Qsymia 
has the potential to impair cognitive function, patients should be cautioned about operating hazardous 
machinery, including automobiles, until they are reasonably certain Qsymia therapy does not affect 
them adversely. If cognitive dysfunction persists consider dose reduction or withdrawal of Qsymia 
for symptoms that are moderate to severe, bothersome, or those which fail to resolve with dose 
reduction. Metabolic Acidosis: Hyperchloremic, non-anion gap, metabolic acidosis (decreased 
serum bicarbonate below the normal reference range in the absence of chronic respiratory alkalosis) 
has been reported in patients treated with Qsymia (see ADVERSE REACTIONS). Conditions or 
therapies that predispose to acidosis (i.e., renal disease, severe respiratory disorders, status 
epilepticus, diarrhea, surgery or ketogenic diet) may be additive to the bicarbonate lowering effects 
of topiramate. Concomitant use of Qsymia and a carbonic anhydrase inhibitor (e.g., zonisamide, 
acetazolamide, or dichlorphenamide) may increase the severity of metabolic acidosis and may also 
increase the risk of kidney stone formation. Therefore, if Qsymia is given concomitantly with another 
carbonic anhydrase inhibitor to a patient with a predisposing condition for metabolic acidosis the 
patient should be monitored for the appearance or worsening of metabolic acidosis. Some 
manifestations of acute or chronic metabolic acidosis may include hyperventilation, nonspecific 
symptoms such as fatigue and anorexia, or more severe sequelae including cardiac arrhythmias or 
stupor. Chronic, untreated metabolic acidosis may increase the risk for nephrolithiasis or 
nephrocalcinosis, and may also result in osteomalacia (referred to as rickets in pediatric patients) 
and/or osteoporosis with an increased risk for fractures. The effect of Qsymia on growth and bone-
related sequelae has not been systematically investigated in long-term, placebo-controlled trials. 
Measurement of electrolytes including serum bicarbonate prior to starting Qsymia and during 
Qsymia treatment is recommended. In Qsymia clinical trials, the peak reduction in serum bicarbonate 
occurred by week 4, and in most subjects there was a correction of bicarbonate by week 56, without 
any change to study drug. However, if persistent metabolic acidosis develops while taking Qsymia, 
reduce the dose or discontinue Qsymia. Elevation in Creatinine: Qsymia can cause an increase in 
serum creatinine. Peak increases in serum creatinine were observed after 4 to 8 weeks of treatment. 
On average, serum creatinine gradually declined but remained elevated over baseline creatinine 
values. Elevations in serum creatinine often signify a decrease in renal function, but the cause for 
Qsymia-associated changes in serum creatinine has not been definitively established. Therefore, 
measurement of serum creatinine prior to starting Qsymia and during Qsymia treatment is 
recommended. If persistent elevations in creatinine occur while taking Qsymia, reduce the dose or 
discontinue Qsymia (see ADVERSE REACTIONS). Potential Risk of Hypoglycemia in Patients with 
Type 2 Diabetes Mellitus on Anti-Diabetic Therapy: Weight loss may increase the risk of 
hypoglycemia in patients with type 2 diabetes mellitus treated with insulin and/or insulin 
secretagogues (e.g., sulfonylureas). Qsymia has not been studied in combination with insulin. 
Measurement of blood glucose levels prior to starting Qsymia and during Qsymia treatment is 
recommended in patients with type 2 diabetes. Decreases in medication doses for antidiabetic 
medications which are non-glucose-dependent should be considered to mitigate the risk of 
hypoglycemia. If a patient develops hypoglycemia after starting Qsymia, appropriate changes 
should be made to the antidiabetic drug regimen. Potential Risk of Hypotension in Patients Treated 
with Antihypertensive Medications: In hypertensive patients being treated with antihypertensive 
medications, weight loss may increase the risk of hypotension, and associated symptoms including 
dizziness, lightheadedness, and syncope. Measurement of blood pressure prior to starting Qsymia 
and during Qsymia treatment is recommended in patients being treated for hypertension. If a 
patient develops symptoms associated with low blood pressure after starting Qsymia, appropriate 
changes should be made to the antihypertensive drug regimen. CNS Depression with Concomitant 
CNS Depressants Including Alcohol: The concomitant use of alcohol or central nervous system (CNS) 
depressant drugs (e.g., barbiturates, benzodiazepines, and sleep medications) with phentermine or 
topiramate may potentiate CNS depression or other centrally mediated effects of these agents, such 

as dizziness, cognitive adverse reactions, drowsiness, light-headedness, impaired coordination 
and somnolence. Therefore, avoid concomitant use of alcohol with Qsymia™ (phentermine and 
topiramate extended-release) capsules CIV. Potential Seizures with Abrupt Withdrawal of Qsymia: 
Abrupt withdrawal of topiramate, a component of Qsymia, has been associated with seizures in 
individuals without a history of seizures or epilepsy. In situations where immediate termination 
of Qsymia is medically required, appropriate monitoring is recommended. Patients discontinuing 
Qsymia 15 mg/92 mg should be gradually tapered as recommended to reduce the possibility of 
precipitating a seizure (see DOSAGE AND ADMINISTRATION). Patients with Renal Impairment: 
Phentermine and topiramate, the components of Qsymia, are cleared by renal excretion. Therefore, 
exposure to phentermine and topiramate is higher in patients with moderate (creatinine clearance 
[CrCl] greater than or equal to 30 and less than 50 mL/min) or severe (CrCl less than 30 mL/min) 
renal impairment. Adjust dose of Qsymia for both patient populations. Qsymia has not been studied 
in patients with end-stage renal disease on dialysis. Avoid use of Qsymia in this patient population 
(see DOSAGE AND ADMINISTRATION). Patients with Hepatic Impairment: In patients with mild  
(Child-Pugh score 5-6) or moderate (Child-Pugh score 7-9) hepatic impairment, exposure to 
phentermine was higher compared to healthy volunteers. Adjust dose of Qsymia for patients 
with moderate hepatic impairment. Qsymia has not been studied in patients with severe hepatic 
impairment (Child-Pugh score 10-15). Avoid use of Qsymia in this patient population (see DOSAGE 
AND ADMINISTRATION). Kidney Stones: Use of Qsymia has been associated with kidney stone 
formation. Topiramate, a component of Qsymia, inhibits carbonic anhydrase activity and promotes 
kidney stone formation by reducing urinary citrate excretion and increasing urine pH. Avoid the 
use of Qsymia with other drugs that inhibit carbonic anhydrase (e.g., zonisamide, acetazolamide or 
methazolamide). Use of topiramate by patients on a ketogenic diet may also result in a physiological 
environment that increases the likelihood of kidney stone formation. Increase fluid intake to increase 
urinary output which can decrease the concentration of substances involved in kidney stone 
formation (see ADVERSE REACTIONS). Oligohidrosis and Hyperthermia: Oligohidrosis (decreased 
sweating), infrequently resulting in hospitalization, has been reported in association with the use 
of topiramate, a component of Qsymia. Decreased sweating and an elevation in body temperature 
above normal characterized these cases. Some of the cases have been reported with topiramate 
after exposure to elevated environmental temperatures. Patients treated with Qsymia should be 
advised to monitor for decreased sweating and increased body temperature during physical activity, 
especially in hot weather. Caution should be used when Qsymia is prescribed with other drugs that 
predispose patients to heat-related disorders; these drugs include, but are not limited to, other 
carbonic anhydrase inhibitors and drugs with anticholinergic activity. Hypokalemia: Qsymia can 
increase the risk of hypokalemia through its inhibition of carbonic anhydrase activity. In addition, 
when Qsymia is used in conjunction with non-potassium sparing diuretics such as furosemide (loop 
diuretic) or hydrochlorothiazide (thiazide-like diuretic) this may further potentiate potassium-
wasting. When prescribing Qsymia, patients should be monitored for hypokalemia (see ADVERSE 
REACTIONS). Monitoring: Laboratory Tests: Qsymia was associated with changes in several clinical 
laboratory analytes in randomized, double-blind, placebo-controlled studies. Obtain a blood 
chemistry profile that includes bicarbonate, creatinine, potassium, and glucose at baseline and 
periodically during treatment (see WARNINGS AND PRECAUTIONS).

ADVERSE REACTIONS: Because clinical trials are conducted under widely varying conditions, adverse 
reaction rates observed in the clinical trials of a drug cannot be directly compared to rates in the 
clinical studies of another drug and may not reflect the rates observed in practice. Common Adverse 
Reactions: Adverse reactions occurring at a rate of greater than or equal to 5% and at a rate at least 
1.5 times placebo include paraesthesia, dizziness, dysgeusia, insomnia, constipation, and dry mouth. 
Incidence in Controlled Trials: Adverse reactions reported in greater than or equal to 2% of Qsymia-
treated patients and more frequently than in the placebo group are listed below. Consult Full  
Prescribing Information on adverse reactions. Nervous System Disorders: Paraesthesia, 
headache, dizziness, dysgeusia, hypoesthesia, disturbance in attention. Psychiatric Disorders: 
Insomnia, depression, anxiety. Gastrointestinal Disorders: Constipation, dry mouth, nausea, 
diarrhea, dyspepsia, gastroesophageal reflux disease, paraesthesia oral. General Disorders 
and Administration Site Conditions: Fatigue, irritability, thirst, chest discomfort. Eye Disorders: 
Vision blurred, eye pain, dry eye. Cardiac Disorders: Palpitations. Skin and Subcutaneous Tissue 
Disorders: Rash, alopecia. Metabolism and Nutrition Disorders: Hypokalemia, decreased 
appetite. Reproductive System and Breast Disorders: Dysmenorrhea. Infections and 
Infestations: Upper respiratory tract infection, nasopharyngitis, sinusitis, bronchitis, influenza, 
urinary tract infection, gastroenteritis. Musculoskeletal and Connective Tissue Disorders: 
Back pain, pain in extremity, muscle spasms, musculoskeletal pain, neck pain. Respiratory, 
Thoracic, and Mediastinal Disorders: Cough, sinus congestion, pharyngolaryngeal pain, nasal 
congestion.  Injury, Poisoning, and Procedural Complications: Procedural pain.  Paraesthesias/ 
Dysgeusia:  Reports of Paraesthesia, characterized as tingling in hands, feet, or face, occurred in 
4.2%, 13.7%, and 19.9% of patients treated with Qsymia 3.75 mg/23 mg, 7.5 mg/46 mg, and 15 mg/ 
92 mg, respectively, compared to 1.9% of patients treated with placebo. Dysgeusia was characterized 
as a metallic taste, and occurred in 1.3%, 7.4%, and 9.4% of patients treated with Qsymia  
3.75 mg/23 mg, 7.5 mg/46 mg, and 15 mg/92 mg, respectively, compared to 1.1% of patients treated 
with placebo. Mood and Sleep Disorders: The proportion of patients in 1-year controlled trials of 
Qsymia reporting one or more adverse reactions related to mood and sleep disorders was 15.8%, 
14.5%, and 20.6% with Qsymia 3.75 mg/23 mg, 7.5 mg/46 mg, and 15 mg/92 mg, respectively, 
compared to 10.3% with placebo. These events were further categorized into sleep disorders, 
anxiety, and depression. Reports of sleep disorders were typically characterized as insomnia, 
and occurred in 6.7%, 8.1%, and 11.1% of patients treated with Qsymia 3.75 mg/23 mg, 7.5 mg/46 
mg, and 15 mg/92 mg, respectively, compared to 5.8% of patients treated with placebo. Reports 
of anxiety occurred in 4.6%, 4.8%, and 7.9% of patients treated with Qsymia 3.75 mg/23 mg,  
7.5 mg/46 mg, and 15 mg/92 mg, respectively, compared to 2.6% of patients treated with placebo.  
Reports of depression/mood problems occurred in 5.0%, 3.8%, and 7.6% of patients treated with 

Qsymia™ (phentermine and topiramate extended-release) capsules CIV 3.75 mg/23 mg, 7.5 mg/46 mg,  
and 15 mg/92 mg, respectively, compared to 3.4% of patients treated with placebo. The 
majority of these events first occurred within the initial 12 weeks of drug therapy; however, 
in some patients, events were reported later in the course of treatments. Cognitive 
Disorders: In the 1-year controlled trials of Qsymia, the proportion of patients who 
experienced one or more cognitive-related adverse reactions was 2.1% for Qsymia 3.75 mg/ 
23 mg, 5.0% for Qsymia 7.5 mg/46 mg, and 7.6% for Qsymia 15 mg/92 mg, compared to 1.5% for 
placebo. These adverse reactions were comprised primarily of reports of problems with attention/
concentration, memory, and language (word finding). These events typically began within the  
first 4 weeks of treatment, had a median duration of approximately 28 days or less, and were  
reversible upon discontinuation of treatment; however, individual patients did experience events  
later in treatment, and events of longer duration. Drug Discontinuation Due to Adverse Reactions:  
In the 1-year placebo-controlled clinical studies, 11.6% of Qsymia 3.75 mg/23 mg, 11.6% of Qsymia 
7.5 mg/46 mg, 17.4% of Qsymia 15 mg/92 mg, and 8.4% of placebo-treated patients discontinued 
treatment due to reported adverse reactions. The most common adverse reactions (greater than 
or equal to 1% in any treatment group) that led to discontinuation of treatment are: Vision blurred, 
headache, irritability, dizziness, paraesthesia, insomnia, depression, anxiety.

DRUG ABUSE AND DEPENDENCE: Controlled Substance: Qsymia is controlled in Schedule IV 
of the Controlled Substances Act because it contains phentermine, a Schedule IV drug. Any 
material, compound, mixture, or preparation that contains any quantity of phentermine is 
controlled as a Schedule IV drug. Topiramate is not controlled in the Controlled Substances 
Act. Abuse: Phentermine, a component of Qsymia, has a known potential for abuse. 
Phentermine, a component of Qsymia, is related chemically and pharmacologically to the  
amphetamines. Amphetamines and other stimulant drugs have been extensively abused and 
the possibility of abuse of phentermine should be kept in mind when evaluating the desirability 
of including Qsymia as part of a weight reduction program. Abuse of amphetamines and 
related drugs (e.g., phentermine) may be associated with impaired control over drug use and 
severe social dysfunction. There are reports of patients who have increased the dosage of these 
drugs to many times that recommended. Dependence: Qsymia has not been systematically  
studied for its potential to produce physical dependence. Physical dependence is a state that 
develops as a result of physiological adaptation in response to repeated drug use. Physical 
dependence manifests by drug-class-specific withdrawal symptoms after abrupt discontinuation 
or a significant dose reduction of a drug.

OVERDOSAGE: In the event of a significant overdose with Qsymia, if the ingestion is recent, 
the stomach should be emptied immediately by gastric lavage or by induction of emesis. 
Appropriate supportive treatment should be provided according to the patient’s clinical signs 
and symptoms. Management of acute phentermine intoxication is largely symptomatic 
and includes lavage and sedation with a barbiturate. Acidification of the urine increases 
phentermine excretion. Intravenous phentolamine has been suggested for possible acute,  
severe hypertension, if this complicates phentermine overdosage. Activated charcoal has been 
shown to adsorb topiramate in vitro. Hemodialysis is an effective means of removing topiramate 
from the body.

Brief summary of Qsymia Full Prescribing Information, revised July 2012.

Manufactured for: VIVUS, Inc. 

For more information about Qsymia, please call VIVUS Medical Information at 1-888-998-4887 or visit 
our Web site at www.Qsymia.com.

References: 1. Qsymia [package insert]. Mountain View, CA: VIVUS, Inc; 2012. 2. Data on file. VIVUS, Inc. 

© 2012-2013 VIVUS, Inc. All rights reserved. 100162.01-USP
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improvement initiative, as well as those 
with very high low-density lipoproteins, 
were both reduced by about 50%.

In treating chronic diseases like dia-
betes, more frequent patient monitoring 

is essential. The easiest steps to improve 
treatment quality would involve reach-
ing patients identified as having or at 
risk of having high A1C values, who have 
not been seen in the clinic for 6 months. 

Existing treatment strategies are not 
working well. Ideally, each patient would 
be connected with a diabetes educator or 
care manager via an outreach program. 
The benefits of such a program would 

be trackable at predetermined intervals, 
providing, for instance, a monthly report 
for A1C or percentage of patients at the 
target A1C. Subsequently, comparing the 
data among patient populations—those 
under the care of various physicians, 
for example—could provide data to fuel 
further improvements in care. 

Gabbay went on to emphasize the 
importance of microchanges in im-
proving care, based on a model devel-
oped at the Institute for Healthcare 
Improvement. The model emphasizes 
implementing small changes in care for 
fewer patients, at first, to examine the 
effect of the change before implement-
ing it in all patients, a method called the 
rapid-cycle test. Based on the results 
of the change, the procedure can then 
be tweaked as needed and retested in 
another small patient population. “It 
is a series of these small changes that 
builds, ultimately, toward improve-
ment,” said Gabbay.

According to Gabbay, diabetes profes-
sionals have always been at the fore-
front in healthcare innovation. Out of 
diabetes management, he noted, came 
the idea of team-based care (physician, 
dietitian, diabetes educator); this ap-
proach is now widely practiced in treat-
ing numerous other diseases. “A pleth-
ora of patient-centered medical home 
initiatives have really focused around 
diabetes as an initial target disease. It 
really is the way to reorganize health-
care at the primary care level right now, 
and it is our best hope for improving 
primary care delivery,” he said. Gabbay 
posited that although the National Cen-
ter for Quality Assurance (NCQA) recog-
nizes medical homes that meet certain 
standards, that designation alone may 
not be sufficient to determine if a prac-
tice is truly a patient-centered home. 

For the most effective cost control, 
Gabbay said, a new role should be de-
fined for hospital-based specialists, 
those based at long-term care facilities 
within the medical neighborhood. Pa-
tients would be stratified: at the bottom 
would be those with pre-diabetes, for 
whom lifestyle interventions could suf-
fice. For type 2 diabetes mellitus (T2DM) 
patients, the specialists and dietitians 
could help provide primary care. Ad-
ditionally, a short burst of engagement 
with a specialist diabetes educator 
could prove very effective, and pharma-
cists could also help. For T2DM patients 
with multiple complications and co-
morbidities or patients with type 1 dia-
betes mellitus, the specialists would be 
the most useful.

The Diabetes Practice Liaison Program, 
developed at Joslin, provides diabetes 

QSYMIA™ (phentermine and topiramate extended-release) capsules CIV

BRIEF SUMMARY: Consult package insert or www.Qsymia.com for Full Prescribing Information. For 
more information about Qsymia, please call VIVUS Medical Information at 1-888-998-4887 or visit our 
Web site at www.Qsymia.com.

INDICATIONS AND USAGE: Qsymia is indicated as an adjunct to a reduced-calorie diet and increased 
physical activity for chronic weight management in adult patients with an initial body mass index 
(BMI) of 30 kg/m2 or greater (obese), or 27 kg/m2 or greater (overweight) in the presence of at least 
one weight related comorbidity such as hypertension, type 2 diabetes mellitus, or dyslipidemia. The 
indication includes the following limitations of use: The effect of Qsymia on cardiovascular morbidity 
and mortality has not been established, and the safety and effectiveness of Qsymia in combination 
with other products intended for weight loss, including prescription and over-the-counter drugs and 
herbal preparations have not been established.

CONTRAINDICATIONS: Qsymia is contraindicated in the following conditions: Pregnancy, glaucoma, 
hyperthyroidism, during or within 14 days following the administration of monoamine oxidase 
inhibitors, and known hypersensitivity or idiosyncrasy to the sympathomimetic amines.

DOSAGE AND ADMINISTRATION: In adults with an initial BMI of 30 kg/m2 or greater or  
27 kg/m2 or greater when accompanied by weight-related co-morbidities such as 
hypertension, type 2 diabetes mellitus, or dyslipidemia prescribe Qsymia as follows: 1) Take 
Qsymia once daily in the morning with or without food. Avoid dosing with Qsymia in the 
evening due to the possibility of insomnia. 2) Start treatment with Qsymia 3.75 mg/23 mg  
(phentermine 3.75 mg/topiramate 23 mg extended-release) daily for 14 days; after 14 days increase  
to the recommended dose of Qsymia 7.5 mg/46 mg (phentermine 7.5 mg/topiramate 46 mg 
extended-release) once daily. 3) Evaluate weight loss after 12 weeks of treatment with 
Qsymia 7.5 mg/46 mg. If a patient has not lost at least 3% of baseline body weight on 
Qsymia 7.5 mg/46 mg, discontinue Qsymia or escalate the dose, as it is unlikely that the 
patient will achieve and sustain clinically meaningful weight loss at the Qsymia 7.5 mg/ 
46 mg dose. To escalate the dose: Increase to Qsymia 11.25 mg/69 mg (phentermine 11.25 mg/ 
topiramate 69 mg extended-release) daily for 14 days; followed by dosing Qsymia 15 mg/ 
92 mg (phentermine 15 mg/topiramate 92 mg extended-release) daily. 4) Evaluate weight 
loss following dose escalation to Qsymia 15 mg/92 mg after an additional 12 weeks of 
treatment. If a patient has not lost at least 5% of baseline body weight on Qsymia 15 mg/ 
92 mg, discontinue Qsymia as directed, as it is unlikely that the patient will achieve and sustain  
clinically meaningful weight loss with continued treatment. 5) Qsymia 3.75 mg/23 mg 
and Qsymia 11.25 mg/69 mg are for titration purposes only. 6) Discontinuing Qsymia: 
Discontinue Qsymia 15 mg/92 mg gradually by taking a dose every other day for at least 
1 week prior to stopping treatment altogether, due to the possibility of precipitating a 
seizure (see WARNINGS AND PRECAUTIONS). Dosing in Patients with Renal Impairment: 
In patients with moderate (creatinine clearance [CrCl] greater than or equal to 30 and less 
than 50 mL/min) or severe (CrCl less than 30 mL/min) renal impairment dosing should not 
exceed Qsymia 7.5 mg/46 mg once daily. Renal impairment is determined by calculating CrCl  
using the Cockcroft-Gault equation with actual body weight (see WARNINGS AND PRECAUTIONS).  
Dosing in Patients with Hepatic Impairment: In patients with moderate hepatic impairment  
(Child-Pugh score 7-9), dosing should not exceed Qsymia 7.5 mg/46 mg once daily (see WARNINGS 
AND PRECAUTIONS).

DOSAGE FORMS AND STRENGTHS: Qsymia capsules are formulated in the following four strength 
combinations (phentermine mg/topiramate mg extended-release):
• 3.75 mg/23 mg [Purple cap imprinted with VIVUS, Purple body imprinted with 3.75/23]
• 7.5 mg/46 mg [Purple cap imprinted with VIVUS, Yellow body imprinted with 7.5/46]
• 11.25 mg/69 mg [Yellow cap imprinted with VIVUS, Yellow body imprinted with 11.25/69]
• 15 mg/92 mg [Yellow cap imprinted with VIVUS, White body imprinted with 15/92]

QSYMIA RISK EVALUATION AND MITIGATION STRATEGY (REMS): Because of the teratogenic risk 
associated with Qsymia therapy, Qsymia is available through a limited program under the REMS. 
Under the Qsymia REMS, only certified pharmacies may distribute Qsymia. Further information is 
available at www.QsymiaREMS.com or by telephone at 1-888-998-4887.

WARNINGS AND PRECAUTIONS: Fetal Toxicity: Qsymia can cause fetal harm. Data from pregnancy 
registries and epidemiology studies indicate that a fetus exposed to topiramate, a component of 
Qsymia, in the first trimester of pregnancy has an increased risk of oral clefts (cleft lip with or 
without cleft palate). If Qsymia is used during pregnancy or if a patient becomes pregnant while 
taking Qsymia, treatment should be discontinued immediately, and the patient should be apprised 
of the potential hazard to a fetus. Females of reproductive potential should have a negative 
pregnancy test before starting Qsymia and monthly thereafter during Qsymia therapy. Females of 
reproductive potential should use effective contraception during Qsymia therapy. Increase in Heart 
Rate: Qsymia can cause an increase in resting heart rate. A higher percentage of Qsymia-treated 
overweight and obese adults experienced heart rate increases from baseline of more than 5, 10, 15, 
and 20 beats per minute (bpm) compared to placebo-treated overweight and obese adults. The 
clinical significance of a heart rate elevation with Qsymia treatment is unclear, especially for patients 
with cardiac and cerebrovascular disease (such as patients with a history of myocardial infarction or 
stroke in the previous 6 months, life-threatening arrhythmias, or congestive heart failure). Regular 
measurement of resting heart rate is recommended for all patients taking Qsymia, especially 
patients with cardiac or cerebrovascular disease or when initiating or increasing the dose of Qsymia. 
Qsymia has not been studied in patients with recent or unstable cardiac or cerebrovascular disease 
and therefore use is not recommended. Patients should inform healthcare providers of palpitations 

or feelings of a racing heartbeat while at rest during Qsymia™ (phentermine and topiramate 
extended-release) capsules CIV treatment. For patients who experience a sustained increase in 
resting heart rate while taking Qsymia, the dose should be reduced or Qsymia discontinued. Suicidal 
Behavior and Ideation: Antiepileptic drugs (AEDs), including topiramate, a component of Qsymia, 
increase the risk of suicidal thoughts or behavior in patients taking these drugs for any indication. 
Patients treated with Qsymia should be monitored for the emergence or worsening of depression, 
suicidal thoughts or behavior, and/or any unusual changes in mood or behavior. Discontinue Qsymia 
in patients who experience suicidal thoughts or behaviors. Avoid Qsymia in patients with a history 
of suicidal attempts or active suicidal ideation. Acute Myopia and Secondary Angle Closure 
Glaucoma: A syndrome consisting of acute myopia associated with secondary angle closure 
glaucoma has been reported in patients treated with topiramate, a component of Qsymia. 
Symptoms include acute onset of decreased visual acuity and/or ocular pain. Ophthalmologic 
findings can include myopia, anterior chamber shallowing, ocular hyperemia (redness), and 
increased intraocular pressure. Mydriasis may or may not be present. This syndrome may be 
associated with supraciliary effusion resulting in anterior displacement of the lens and iris, with 
secondary angle closure glaucoma. Symptoms typically occur within 1 month of initiating treatment 
with topiramate but may occur at any time during therapy. The primary treatment to reverse 
symptoms is immediate discontinuation of Qsymia. Elevated intraocular pressure of any etiology, if 
left untreated, can lead to serious adverse events including permanent loss of vision. Mood and 
Sleep Disorders: Qsymia can cause mood disorders, including depression, and anxiety, as well as 
insomnia. Patients with a history of depression may be at increased risk of recurrent depression or 
other mood disorders while taking Qsymia. The majority of these mood and sleep disorders resolved 
spontaneously, or resolved upon discontinuation of dosing (see ADVERSE REACTIONS). For clinically 
significant or persistent symptoms consider dose reduction or withdrawal of Qsymia. If patients 
have symptoms of suicidal ideation or behavior, discontinue Qsymia. Cognitive Impairment: 
Qsymia can cause cognitive dysfunction (e.g., impairment of concentration/attention, difficulty with 
memory, and speech or language problems, particularly word-finding difficulties). Rapid titration or 
high initial doses of Qsymia may be associated with higher rates of cognitive events such as 
attention, memory, and language/word-finding difficulties (see ADVERSE REACTIONS). Since Qsymia 
has the potential to impair cognitive function, patients should be cautioned about operating hazardous 
machinery, including automobiles, until they are reasonably certain Qsymia therapy does not affect 
them adversely. If cognitive dysfunction persists consider dose reduction or withdrawal of Qsymia 
for symptoms that are moderate to severe, bothersome, or those which fail to resolve with dose 
reduction. Metabolic Acidosis: Hyperchloremic, non-anion gap, metabolic acidosis (decreased 
serum bicarbonate below the normal reference range in the absence of chronic respiratory alkalosis) 
has been reported in patients treated with Qsymia (see ADVERSE REACTIONS). Conditions or 
therapies that predispose to acidosis (i.e., renal disease, severe respiratory disorders, status 
epilepticus, diarrhea, surgery or ketogenic diet) may be additive to the bicarbonate lowering effects 
of topiramate. Concomitant use of Qsymia and a carbonic anhydrase inhibitor (e.g., zonisamide, 
acetazolamide, or dichlorphenamide) may increase the severity of metabolic acidosis and may also 
increase the risk of kidney stone formation. Therefore, if Qsymia is given concomitantly with another 
carbonic anhydrase inhibitor to a patient with a predisposing condition for metabolic acidosis the 
patient should be monitored for the appearance or worsening of metabolic acidosis. Some 
manifestations of acute or chronic metabolic acidosis may include hyperventilation, nonspecific 
symptoms such as fatigue and anorexia, or more severe sequelae including cardiac arrhythmias or 
stupor. Chronic, untreated metabolic acidosis may increase the risk for nephrolithiasis or 
nephrocalcinosis, and may also result in osteomalacia (referred to as rickets in pediatric patients) 
and/or osteoporosis with an increased risk for fractures. The effect of Qsymia on growth and bone-
related sequelae has not been systematically investigated in long-term, placebo-controlled trials. 
Measurement of electrolytes including serum bicarbonate prior to starting Qsymia and during 
Qsymia treatment is recommended. In Qsymia clinical trials, the peak reduction in serum bicarbonate 
occurred by week 4, and in most subjects there was a correction of bicarbonate by week 56, without 
any change to study drug. However, if persistent metabolic acidosis develops while taking Qsymia, 
reduce the dose or discontinue Qsymia. Elevation in Creatinine: Qsymia can cause an increase in 
serum creatinine. Peak increases in serum creatinine were observed after 4 to 8 weeks of treatment. 
On average, serum creatinine gradually declined but remained elevated over baseline creatinine 
values. Elevations in serum creatinine often signify a decrease in renal function, but the cause for 
Qsymia-associated changes in serum creatinine has not been definitively established. Therefore, 
measurement of serum creatinine prior to starting Qsymia and during Qsymia treatment is 
recommended. If persistent elevations in creatinine occur while taking Qsymia, reduce the dose or 
discontinue Qsymia (see ADVERSE REACTIONS). Potential Risk of Hypoglycemia in Patients with 
Type 2 Diabetes Mellitus on Anti-Diabetic Therapy: Weight loss may increase the risk of 
hypoglycemia in patients with type 2 diabetes mellitus treated with insulin and/or insulin 
secretagogues (e.g., sulfonylureas). Qsymia has not been studied in combination with insulin. 
Measurement of blood glucose levels prior to starting Qsymia and during Qsymia treatment is 
recommended in patients with type 2 diabetes. Decreases in medication doses for antidiabetic 
medications which are non-glucose-dependent should be considered to mitigate the risk of 
hypoglycemia. If a patient develops hypoglycemia after starting Qsymia, appropriate changes 
should be made to the antidiabetic drug regimen. Potential Risk of Hypotension in Patients Treated 
with Antihypertensive Medications: In hypertensive patients being treated with antihypertensive 
medications, weight loss may increase the risk of hypotension, and associated symptoms including 
dizziness, lightheadedness, and syncope. Measurement of blood pressure prior to starting Qsymia 
and during Qsymia treatment is recommended in patients being treated for hypertension. If a 
patient develops symptoms associated with low blood pressure after starting Qsymia, appropriate 
changes should be made to the antihypertensive drug regimen. CNS Depression with Concomitant 
CNS Depressants Including Alcohol: The concomitant use of alcohol or central nervous system (CNS) 
depressant drugs (e.g., barbiturates, benzodiazepines, and sleep medications) with phentermine or 
topiramate may potentiate CNS depression or other centrally mediated effects of these agents, such 

as dizziness, cognitive adverse reactions, drowsiness, light-headedness, impaired coordination 
and somnolence. Therefore, avoid concomitant use of alcohol with Qsymia™ (phentermine and 
topiramate extended-release) capsules CIV. Potential Seizures with Abrupt Withdrawal of Qsymia: 
Abrupt withdrawal of topiramate, a component of Qsymia, has been associated with seizures in 
individuals without a history of seizures or epilepsy. In situations where immediate termination 
of Qsymia is medically required, appropriate monitoring is recommended. Patients discontinuing 
Qsymia 15 mg/92 mg should be gradually tapered as recommended to reduce the possibility of 
precipitating a seizure (see DOSAGE AND ADMINISTRATION). Patients with Renal Impairment: 
Phentermine and topiramate, the components of Qsymia, are cleared by renal excretion. Therefore, 
exposure to phentermine and topiramate is higher in patients with moderate (creatinine clearance 
[CrCl] greater than or equal to 30 and less than 50 mL/min) or severe (CrCl less than 30 mL/min) 
renal impairment. Adjust dose of Qsymia for both patient populations. Qsymia has not been studied 
in patients with end-stage renal disease on dialysis. Avoid use of Qsymia in this patient population 
(see DOSAGE AND ADMINISTRATION). Patients with Hepatic Impairment: In patients with mild  
(Child-Pugh score 5-6) or moderate (Child-Pugh score 7-9) hepatic impairment, exposure to 
phentermine was higher compared to healthy volunteers. Adjust dose of Qsymia for patients 
with moderate hepatic impairment. Qsymia has not been studied in patients with severe hepatic 
impairment (Child-Pugh score 10-15). Avoid use of Qsymia in this patient population (see DOSAGE 
AND ADMINISTRATION). Kidney Stones: Use of Qsymia has been associated with kidney stone 
formation. Topiramate, a component of Qsymia, inhibits carbonic anhydrase activity and promotes 
kidney stone formation by reducing urinary citrate excretion and increasing urine pH. Avoid the 
use of Qsymia with other drugs that inhibit carbonic anhydrase (e.g., zonisamide, acetazolamide or 
methazolamide). Use of topiramate by patients on a ketogenic diet may also result in a physiological 
environment that increases the likelihood of kidney stone formation. Increase fluid intake to increase 
urinary output which can decrease the concentration of substances involved in kidney stone 
formation (see ADVERSE REACTIONS). Oligohidrosis and Hyperthermia: Oligohidrosis (decreased 
sweating), infrequently resulting in hospitalization, has been reported in association with the use 
of topiramate, a component of Qsymia. Decreased sweating and an elevation in body temperature 
above normal characterized these cases. Some of the cases have been reported with topiramate 
after exposure to elevated environmental temperatures. Patients treated with Qsymia should be 
advised to monitor for decreased sweating and increased body temperature during physical activity, 
especially in hot weather. Caution should be used when Qsymia is prescribed with other drugs that 
predispose patients to heat-related disorders; these drugs include, but are not limited to, other 
carbonic anhydrase inhibitors and drugs with anticholinergic activity. Hypokalemia: Qsymia can 
increase the risk of hypokalemia through its inhibition of carbonic anhydrase activity. In addition, 
when Qsymia is used in conjunction with non-potassium sparing diuretics such as furosemide (loop 
diuretic) or hydrochlorothiazide (thiazide-like diuretic) this may further potentiate potassium-
wasting. When prescribing Qsymia, patients should be monitored for hypokalemia (see ADVERSE 
REACTIONS). Monitoring: Laboratory Tests: Qsymia was associated with changes in several clinical 
laboratory analytes in randomized, double-blind, placebo-controlled studies. Obtain a blood 
chemistry profile that includes bicarbonate, creatinine, potassium, and glucose at baseline and 
periodically during treatment (see WARNINGS AND PRECAUTIONS).

ADVERSE REACTIONS: Because clinical trials are conducted under widely varying conditions, adverse 
reaction rates observed in the clinical trials of a drug cannot be directly compared to rates in the 
clinical studies of another drug and may not reflect the rates observed in practice. Common Adverse 
Reactions: Adverse reactions occurring at a rate of greater than or equal to 5% and at a rate at least 
1.5 times placebo include paraesthesia, dizziness, dysgeusia, insomnia, constipation, and dry mouth. 
Incidence in Controlled Trials: Adverse reactions reported in greater than or equal to 2% of Qsymia-
treated patients and more frequently than in the placebo group are listed below. Consult Full  
Prescribing Information on adverse reactions. Nervous System Disorders: Paraesthesia, 
headache, dizziness, dysgeusia, hypoesthesia, disturbance in attention. Psychiatric Disorders: 
Insomnia, depression, anxiety. Gastrointestinal Disorders: Constipation, dry mouth, nausea, 
diarrhea, dyspepsia, gastroesophageal reflux disease, paraesthesia oral. General Disorders 
and Administration Site Conditions: Fatigue, irritability, thirst, chest discomfort. Eye Disorders: 
Vision blurred, eye pain, dry eye. Cardiac Disorders: Palpitations. Skin and Subcutaneous Tissue 
Disorders: Rash, alopecia. Metabolism and Nutrition Disorders: Hypokalemia, decreased 
appetite. Reproductive System and Breast Disorders: Dysmenorrhea. Infections and 
Infestations: Upper respiratory tract infection, nasopharyngitis, sinusitis, bronchitis, influenza, 
urinary tract infection, gastroenteritis. Musculoskeletal and Connective Tissue Disorders: 
Back pain, pain in extremity, muscle spasms, musculoskeletal pain, neck pain. Respiratory, 
Thoracic, and Mediastinal Disorders: Cough, sinus congestion, pharyngolaryngeal pain, nasal 
congestion.  Injury, Poisoning, and Procedural Complications: Procedural pain.  Paraesthesias/ 
Dysgeusia:  Reports of Paraesthesia, characterized as tingling in hands, feet, or face, occurred in 
4.2%, 13.7%, and 19.9% of patients treated with Qsymia 3.75 mg/23 mg, 7.5 mg/46 mg, and 15 mg/ 
92 mg, respectively, compared to 1.9% of patients treated with placebo. Dysgeusia was characterized 
as a metallic taste, and occurred in 1.3%, 7.4%, and 9.4% of patients treated with Qsymia  
3.75 mg/23 mg, 7.5 mg/46 mg, and 15 mg/92 mg, respectively, compared to 1.1% of patients treated 
with placebo. Mood and Sleep Disorders: The proportion of patients in 1-year controlled trials of 
Qsymia reporting one or more adverse reactions related to mood and sleep disorders was 15.8%, 
14.5%, and 20.6% with Qsymia 3.75 mg/23 mg, 7.5 mg/46 mg, and 15 mg/92 mg, respectively, 
compared to 10.3% with placebo. These events were further categorized into sleep disorders, 
anxiety, and depression. Reports of sleep disorders were typically characterized as insomnia, 
and occurred in 6.7%, 8.1%, and 11.1% of patients treated with Qsymia 3.75 mg/23 mg, 7.5 mg/46 
mg, and 15 mg/92 mg, respectively, compared to 5.8% of patients treated with placebo. Reports 
of anxiety occurred in 4.6%, 4.8%, and 7.9% of patients treated with Qsymia 3.75 mg/23 mg,  
7.5 mg/46 mg, and 15 mg/92 mg, respectively, compared to 2.6% of patients treated with placebo.  
Reports of depression/mood problems occurred in 5.0%, 3.8%, and 7.6% of patients treated with 

Qsymia™ (phentermine and topiramate extended-release) capsules CIV 3.75 mg/23 mg, 7.5 mg/46 mg,  
and 15 mg/92 mg, respectively, compared to 3.4% of patients treated with placebo. The 
majority of these events first occurred within the initial 12 weeks of drug therapy; however, 
in some patients, events were reported later in the course of treatments. Cognitive 
Disorders: In the 1-year controlled trials of Qsymia, the proportion of patients who 
experienced one or more cognitive-related adverse reactions was 2.1% for Qsymia 3.75 mg/ 
23 mg, 5.0% for Qsymia 7.5 mg/46 mg, and 7.6% for Qsymia 15 mg/92 mg, compared to 1.5% for 
placebo. These adverse reactions were comprised primarily of reports of problems with attention/
concentration, memory, and language (word finding). These events typically began within the  
first 4 weeks of treatment, had a median duration of approximately 28 days or less, and were  
reversible upon discontinuation of treatment; however, individual patients did experience events  
later in treatment, and events of longer duration. Drug Discontinuation Due to Adverse Reactions:  
In the 1-year placebo-controlled clinical studies, 11.6% of Qsymia 3.75 mg/23 mg, 11.6% of Qsymia 
7.5 mg/46 mg, 17.4% of Qsymia 15 mg/92 mg, and 8.4% of placebo-treated patients discontinued 
treatment due to reported adverse reactions. The most common adverse reactions (greater than 
or equal to 1% in any treatment group) that led to discontinuation of treatment are: Vision blurred, 
headache, irritability, dizziness, paraesthesia, insomnia, depression, anxiety.

DRUG ABUSE AND DEPENDENCE: Controlled Substance: Qsymia is controlled in Schedule IV 
of the Controlled Substances Act because it contains phentermine, a Schedule IV drug. Any 
material, compound, mixture, or preparation that contains any quantity of phentermine is 
controlled as a Schedule IV drug. Topiramate is not controlled in the Controlled Substances 
Act. Abuse: Phentermine, a component of Qsymia, has a known potential for abuse. 
Phentermine, a component of Qsymia, is related chemically and pharmacologically to the  
amphetamines. Amphetamines and other stimulant drugs have been extensively abused and 
the possibility of abuse of phentermine should be kept in mind when evaluating the desirability 
of including Qsymia as part of a weight reduction program. Abuse of amphetamines and 
related drugs (e.g., phentermine) may be associated with impaired control over drug use and 
severe social dysfunction. There are reports of patients who have increased the dosage of these 
drugs to many times that recommended. Dependence: Qsymia has not been systematically  
studied for its potential to produce physical dependence. Physical dependence is a state that 
develops as a result of physiological adaptation in response to repeated drug use. Physical 
dependence manifests by drug-class-specific withdrawal symptoms after abrupt discontinuation 
or a significant dose reduction of a drug.

OVERDOSAGE: In the event of a significant overdose with Qsymia, if the ingestion is recent, 
the stomach should be emptied immediately by gastric lavage or by induction of emesis. 
Appropriate supportive treatment should be provided according to the patient’s clinical signs 
and symptoms. Management of acute phentermine intoxication is largely symptomatic 
and includes lavage and sedation with a barbiturate. Acidification of the urine increases 
phentermine excretion. Intravenous phentolamine has been suggested for possible acute,  
severe hypertension, if this complicates phentermine overdosage. Activated charcoal has been 
shown to adsorb topiramate in vitro. Hemodialysis is an effective means of removing topiramate 
from the body.

Brief summary of Qsymia Full Prescribing Information, revised July 2012.

Manufactured for: VIVUS, Inc. 

For more information about Qsymia, please call VIVUS Medical Information at 1-888-998-4887 or visit 
our Web site at www.Qsymia.com.
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educators to primary care practices 
around the country, to educate practice 
staff at various levels on diabetes ba-
sics. The more that all staff members 
know and the closer to the top of their 
license they can practice, the more ef-
fective they can prove to be in helping 
patients. 

There may or may not be value in tra-
ditional professional education, typically 
not perceived as a top priority by many 
healthcare providers. Developing the 
most effective method of professional 
education is the biggest challenge. Aca-
demic detailing is one potential solu-

tion: short snippets of information can 
be delivered to providers in a way that 
can really impact practice. Gabbay dis-
cussed an example of an approach re-
cently implemented in Pennsylvania 
that included academic detailing. This 
statewide and state-led multi-payer pa-
tient-centered medical home initiative 
brought together 17 payers and over 150 
practices that included about 1000 pro-
viders. The data from the first rollout in 
southeastern Pennsylvania were recent-
ly published in JAMA; lessons learned 
from that data were then implemented 
in other regions, where significantly dif-

ferent results are expected within about 
6 months.

“The practices were guided to change 
through the learning collaborative model 
using a rapid-cycle test, plan-do-study-
act (PDSA) cycles, monthly registry qual-
ity reporting, practice coaches, and then 
reimbursement changes,” said Gabbay. 
These reimbursement changes were 
tied to NCQA recognition, specifically the 
2008 recognition. Gabbay said that an 
important lesson learned from the ini-
tiative was that receiving NCQA recog-
nition doesn’t necessarily equate to im-
proved care. Additionally, improvements 
in foot exams, eye exams, and screening 
for nephropathy were observed, as was 
identifying self-management goals in a 
negotiated manner with patients, using 
some simple motivational interviewing 
techniques. 

Gabbay then shifted gears to specifi-
cally discuss reimbursement changes 
that are focused on quality improve-
ment. The goal: for diabetes care cen-
ters to be cost-saving institutions, rather 
than cost centers that need to be subsi-
dized. The bundled payment program, 
developed by Joslin in collaboration with 
Michael Porta at the Harvard Business 
School, allows for outreach activities and 
efficient and valuable delivery of care 

without worrying about fee-for-service.
However, substantial challenges ex-

ist, such as defining the risk groups, data 
sharing between payers and provid-
ers, inclusions in the bundled payment 
program, and turnaround time for the 
investment. The primary concerns for 
the provider are developing different 
care models around bundles, and Joslin 
is actively developing care pathways for 
patients in different risk groups. 

Gabbay ended his keynote address by 
highlighting the importance of patient 
engagement in improving the quality of 
treatment. Joslin’s approach to the pro-
cess includes motivational interviews, 
monitoring medication adherence using 
virtual methods like Skype, and using 
digital technology such as smartphones 
to control such patient devices as insulin 
pumps and glucose monitors. A patient’s 
smartphone can share collected data 
with a cloud-based server; following data 
analysis, the patient receives targeted 
messages based on his or her status. 

“At Joslin, we have an affiliate network 
across the county and in some interna-
tional locations where we’re using this 
same kind of approach as a learning net-
work to be able to push out innovation 
and share those innovative approaches,” 
concluded Gabbay. EBDM

According to Starlin Haydon-Gre-
atting, MS, BSPharm, FAPhA, it 
comes down to the numbers: on 

average, a patient sees his primary care 
physician 3 to 4 times a year, “if we’re 
lucky.” In contrast, the local pharmacist 
sees that same patient 12 to 15 times a 
year. 

“Because of that frequency, and be-
cause they come to the stores to buy 
all their other over-the-counter medical 
products…we do have an opportunity 
to create access, a greater access,” Hay-
don-Greatting said. And now evidence 
indicates that making better use of 
pharmacists as educators, as true part-
ners in healthcare delivery, instead of 
just dispensers of drugs, makes sense.

After years as a top official in Illinois’ 
Medicaid program, Haydon-Greatting 
is now director of clinical programs for 
the Illinois Pharmacists Association, 
working to create a network that will 
enable pharmacists to help patients 
help themselves, especially in diabetes, 
prediabetes, and cardiovascular health. 

Based on a program known as the Ashe-
ville Project, the model involves point-
of-care with the patient, physician, and 
pharmacist, through self-insured em-
ployers in value-based benefit plans. 
“Our patients are getting waived co-
pays, and they’re getting face-to-face 
pharmacist coaches,” she said.

The program recognizes that diabe-
tes is ongoing and self-management is 
imperfect, and that “people recidivate,” 
Haydon-Greatting said. “You’re going 
along fine, and then your daughter gets 
married and you eat half the wedding 
cake that was left over. So, you need 
constant hand-holding and support.”

The so-called “collaborative care” 
model can provide a guide, but Haydon-
Greatting noted that in some states, 
that is a specific legal term only prop-
erly used in certain settings. But to uti-
lize the evidence that shows pharma-
cist involvement improves healthcare 
outcomes requires no such limitations, 
especially as the nation moves forward 
with the implementation of the Af-

fordable Care Act and patient-centered 
medical homes (PCMHs).

Payment can be an issue, but she 
noted that the state of New Jersey re-
cently released a report recommending 
payment to pharmacists who serve on 
diabetes care teams.1 New Jersey Med-
icaid, she said, will soon implement this 
proposal.

What makes an impact with employ-
ers? Haydon-Greatting recommended 
setting goals employers can under-
stand, such as improvements in waist 
circumference. “When I’m talking to 
CFOs and all the business people within 
an employer group, they really don’t 
understand all the medical vernacular,” 
she noted, “but when I say waist cir-
cumference, they can picture that, and 
that’s something very valid.”

She also works on medication thera-
py management, something not unlike 
what she did when she started phar-
macy school in 1979. The name of the 
process may change, but the ability of 
pharmacists to engage patients they 

see all the time—to encourage them to 
find a personal care physician (PCP), see 
a podiatrist, or get their eyes checked 
if they have diabetes—doesn’t change 
over time. The rest of the healthcare 
universe is catching up in time for phar-
macists to care for all the Baby Boomers 
who will need their services.

“We want to help improve patient 
care, increase communication between 
and among patients and providers,” 
Haydon-Greatting said. Pharmacists 
can increase the “availability of those 
objective measures and reduce total 
costs of care over time, and maximize 
medication use by working with you.” 
EBDM
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The Role of the Pharmacist as Diabetes Caregiver

Table. 

Before Joslin:

Patients referred to Joslin Diabetes Center had poorer metabolic control than 
adults with T2DM in the general population.

After Joslin:

230% improvement in the “ABC” control of referred patients, meaning better 
A1C, blood pressure, and cholesterol

Average A1C values for all patients dropped from 8.5 to 7.6

% of patients with A1C higher than 9.0 was cut in half

Number of patients with LDL level >130 was cut in half
A1C indicates glycated hemoglobin; LDL, low-density lipoprotein;  T2DM, type 2 diabetes mellitus. Joslin, 
Joslin Diabetes Center of Harvard Medical School. Source: Presented by Robert Gabbay, MD, PhD, April 11, 
2014, Patient-Centered Diabetes Care, Princeton, NJ.
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Geoffrey Joyce, PhD, a health pol-
icy and outcomes investigator 
at the University of Southern 

California (USC) School of Pharmacy, 
presented findings from a CMS-funded 
grant during the second session of “Pa-
tient-Centered Diabetes Care: Putting 
Theory in Practice” on April 11, 2014. In 
his research, Joyce sought to measure 
the impact of integrating clinical phar-
macists into primary care and medical 
homes. The premise of the grant pro-
posal to CMS was the increased need 
for access to primary care as a result of 
the Affordable Care Act (ACA), consider-
ing that 45% of the population suffers 
from chronic disease. Joyce stressed the 
current lack of adherence to medica-
tion, noting that 50% of patients expe-
rience reduced clinical benefits of their 
treatment by not taking the appropriate 
dose, resulting in waste. 

“We asked, ‘Well, what about the 
role of pharmacists?’” Joyce remarked. 
The role in patient care of these highly 
trained and knowledgeable individuals 
has not received enough credit or rec-
ognition. As a part of USC’s pharmacy 
school, he had ample opportunity to 
interact with pharmacists. By including 
them in patient care, “We’ve been very, 
very successful in treating high-risk 
populations and inner city clinics, and 
here’s some data to show,” said Joyce. 
Based on the pharmacists’ recommen-
dations, he noted, doses were modi-
fied and medications were included 
or substituted in regimens; anecdotal 
evidence indicated improved patient 
health.

The approach used was to partner 
with AltaMed, which runs 40 patient-
centered primary care clinics for un-
derserved communities in Southern 
California.1 The study was conducted in 
10 of the 40 clinics; each clinic includ-
ed a pharmacist (additionally trained 
through an online course and certifica-
tion program), a resident pharmacist, 
and a pharmacy technician. Also, a 
telehealth clinical pharmacy program 
helped provide remote services. 

The bottom line? CMS was interested 
in ways and means to save costs. “To 
save money, you really have to keep 
people out of the hospital,” Joyce said. 
“So our aim was, ‘Let’s target very high-
risk patients who we think we can save 
money on.’” He and his research team 
scanned the medical records of patients 
at the AltaMed clinics to identify the 

“superutilizers” who could potentially 
be managed much more successfully 
through improved clinical pharmacy 
services. Additionally, patients in these 
overburdened clinics who were referred 
to a pharmacist for counseling were 
evaluated, as were patients who re-
turned home after hospitalization. 

A typical counseling session lasted 
20 to 40 minutes, a majority of which 
involved patient education on disease. 
Joyce noted that for the many Hispan-
ic patients in this population, some of 
whom are unaware of the comorbidi-
ties associated with their disease, it is 
necessary for the pharmacist to speak 
Spanish to effectively communicate. 

At 14 months following launch, the 
program has 3500 patients enrolled, 
with the pharmacist-resident team 
counseling about 14 to 22 patients daily. 
In the second year, elderly, high-risk 
patients, typically much more difficult 
to counsel, were included in the PACE 
(Prevention, Adherence, Collaboration, 
Education) clinics. 

The program has provided some cal-
culable returns, including a 2-point drop 
in glycated hemoglobin (A1C) among 
patients enrolled for at least 180 days in 
the program, though according to Joyce, 
the controls in this experiment are not 
ideal. He emphasized, though, that the 
shift in the distribution of patients that 
showed a drop in their A1C levels, but 
not the actual mean of the data, was 
very encouraging. Additionally, their 
data showed that the observed effects 
persisted even after the intervention 
had stopped, which was equally en-
couraging.

Since diabetes and cardiovascular ef-
fects are coupled, the researchers also 
monitored blood pressure in the dia-
betes patients. A majority of the medi-
cation-related problems observed were 
associated with effectiveness, safety, 
and poor adherence, primarily due ei-
ther to dosing that was inadequate to 
reach treatment goals or to suboptimal 
evidence-based guidelines. 

One of the initial challenges that the 
program had to overcome was a per-
ceived “turf war” between physicians 
and pharmacists, said Joyce, until the 
physicians realized the value of the 
pharmacists’ contributions. “Over time, 
I think most of the clinicians have ac-
cepted it and said, ‘This is great for my 
practice. Not only do I have less time 
that I have to spend with each patient, 

but I think they’re being 
better managed.’” Gener-
ally, observed Joyce, “The 
relationship has been 
quite favorable, but it takes 
work. It absolutely takes 
work.”

Typically, an increase 
in outpatient use was ob-
served in these clinics, 
with the pharmacy techni-
cian functioning as a case manager fol-
lowing up on patient progress. Although 
the outpatient arm may not save money 
for CMS, Joyce believes that increasing 
adherence via regular patient follow-
up will achieve that goal. Initially, “we 
don’t think we’ll save—and as a matter 
of fact we’ll probably spend more. The 
only way we’re going to [ultimately] 
save money is to keep people out of the 
hospital,” he stressed, adding that so 
far, the program has had an impact not 
on the number of hospitalizations, but 
on the duration of stay post hospitaliza-
tion, because the patients come in with 
less severe conditions that are easier 
to treat. So far, there has been “about a 
23% reduction pre- and post interven-
tion for treatments relative to controls. 
And again, the controls aren’t perfect at 
this point,” he said. “This is encourag-
ing.”

Despite this progress, Joyce and his 
team have not yet been successful in 
convincing CMS and payers that the 
program can save money. The key would 
be to show that the benefit of program 
participation is clinical improvement 
even after the intervention stops. The 
team is working on using remote inter-

vention techniques, such as text mes-
saging, for long-term maintenance.

Joyce concluded by saying that the 
cost-effectiveness studies ignore pa-
tient satisfaction, quality of life, abil-
ity to work, and other metrics that in-
directly contribute to cost savings. His 
research efforts are currently directed 
toward understanding mechanisms 
that can dictate the outcomes marker 
of A1C, such as patient education, self-
management, and adherence. “I think 
it’s really important to understand what 
resonates with these folks,” he said, “if 
we’re going to have long-term impact 
on this population.” EBDM
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Assigning Value to the Role of Clinical Pharmacists  
in the Care of Diabetes Patients

Table 1. A1C Changes for Poorly Controlled 
Diabetes Patientsa

Baseline 180 Days

% A1C in control patients 10.7 9.4

% A1C in counseled patients 10.7 8.8
aPatients with baseline A1C >9%. A1C indicates glycated hemoglo-
bin. 

Table 2. Blood Pressure Changes 
in Diabetes Patientsa

BP (mm Hg) Baseline 45 Days

Systolic BP 153 135

Diastolic BP 84 76
aPatients with BP >140/90 mm Hg. BP indicates 
blood pressure.

Geoffrey Joyce, PhD
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The healthcare world perpetually 
faces the problem of ease of pa-
tient access to the primary care 

physician (PCP). Patient and doctor typi-
cally don’t spend enough time together 
to establish a rapport. The pharmacist, 
however, is an untapped resource who 
can at least partially fill that void—if 
there is enough collaboration between 
the patient’s physician and his pharma-
cist to help manage his healthcare. Cur-
rently, that doesn’t happen frequently 
enough.

Berger, a physician by training, ac-
knowledged that she was humbled by 
the tremendous resource that a phar-
macist can prove to be. And she noted 
that as the number of PCPs decline, al-
ternatives are needed and she pointed 
to pharmacists as a great resource. How-
ever, she emphasized that the programs 
Haydon-Greatting and Joyce had pre-
sented prior to the panel’s discussion 
would, to be successful, need increased 
collaboration and mutual respect be-
tween physicians and pharmacists. 

Said Berger, “We’re in a world where 
the healthcare consumer, the patient, 
the member, whatever you want to call 
them…more and more times they have 
to reach into their pocket and become 
a paying part of this stakeholder group. 

So, for each of you, who do you think 
should be paying, how should it be paid, 
is it fee-for-service, is it value-based, 
outcomes-based?”

Killion, who has type 1 diabetes and is 
a patient representative on FDA panels, 
responded by saying that the dichoto-
my of saving money versus improved 
health is unfortunately oppositional. 
Despite being well insured and well net-
worked, she herself has had problems 
with access to adequate healthcare be-
cause of the issues presented by her di-
abetes, and, she noted, a majority of the 
diabetic population does not even have 
the luxury of coverage and contacts. 
This results in a destructive dynamic in 
need of intervention, said Killion.

Pezalla agreed, adding that we pay 
for healthcare not because it’s cost-ef-
fective, but because it improves health. 
However, resource constraints make the 
situation more difficult. The enormous 
manpower shortage is an additional and 
growing issue, he said, suggesting that a 
solution in both the short and long term 
could be to “import” quality physicians 
trained in the Commonwealth. 

He then turned to the current insur-
ance climate, emphasizing that em-
ployer-based insurance is here to stay, 
despite the rise of healthcare exchang-

es following passage of the Affordable 
Care Act (ACA). Some exchanges have 
steep deductibles, and the providers 
need to demonstrate the value of their 
service, not just to the payer, as is tra-
ditional, but also to the patient, who 
might have to shell out a high out-of-
pocket maximum. Pharmacists might 
be able to play an important role here, 
as could physician assistants and nurse 
practitioners, said Pezalla. “It’s all about 
relationships,” he noted, “and all of 
these people do a better job because 
they spend more time with patients and 
help patients understand things better.” 

Pezalla believes that managed care 
companies need to yield some power 
and that accountable care organizations 
(ACOs) and patient-centered medical 
homes (PCMHs) should have more influ-
ence. ACOs and PCMHs can drive more 
efficient regional efforts, he said, add-
ing, “What we need is for managed care 
companies to back off a little bit and do 
a little less management here and for 
providers to come to the fore more.”

Joyce immediately noted that moving 
away from the fee-for-service structure 
would be beneficial, and that coordinat-
ing pharmacists and/or nurse practitio-
ners would definitely prove economical. 
He pointed out the excitement that sur-
rounded the issuance of provider status 
to pharmacists in California.1 The phar-
macists expect that they could bill for 
the services offered, but Joyce is skep-
tical. Joyce believes that the integrated 
care model followed by Kaiser Perman-
ente and the Veterans Health Adminis-
tration helps them retain patients and 
deliver more efficient care. 

Hayden-Greatting believes that con-
sumers need to invest in healthcare, 
just like in retirement plans, to be en-
sured of adequate, life-long healthcare; 
enrollment under the ACA will accom-
plish just that, she said. “Employers 
need healthy people who show up and 
are productive so that we can produce 
and be a country that offers employ-
ment, which increases the chances of 
people being able to afford insurance, 
and goods, and services. So in order to 
do that, the employers need to invest in 
healthy employees,” said Hayden-Great-
ting. She believes strongly that invest-
ing early in healthcare benefits, through 
employer-based plans or the current 
ACA-led exchanges, is vastly preferable 
to waiting until retirement for Medicare 
benefits. 

In addition to insurance coverage, 
lifestyle changes are extremely impor-
tant, said Killion. “We have to overcome 
the short-term focus in order to have 
the long-term goal, and that is so chal-
lenging,” she noted.

Berger discussed the problem that 
the various sectors of our healthcare 
system are “siloed” and that there’s a 
growing need to “build bridges” among 
them, to increase communication and 
to make data more accessible and vis-
ible.  

Joyce presented the example of the 
Oregon Health Study to show that in-
creased access does not necessarily 
translate into improved health. Base-
line health plans are essential, but they 
need to be made affordable to everyone, 
with financial incentives for the indi-
vidual as well as the provider.

Pezalla agreed with Berger that the 
current system restricts efficient move-
ment of data. “It’s a great idea to have 
things go on at a pharmacy counter, but 
if they don’t know what’s going on in 
your doctor’s office or [what went on] 
the last time you were in the hospital, 
then it’s in a silo and it’s not helping,” 
Pezalla said. Problems also arise “if the 
physician doesn’t have access to the 
records that show that the patient ac-
tually hasn’t filled that prescription for 
quite a long period of time.” Electronic 
medical records are a great way to get 
the systems networked. 

However, Killion reiterated the “con-
necting with the patient” paradigm, 
emphasizing the importance of time. 
“How do you engage a patient in their 
care? You have to spend the time, right?  

Pharmacists as Healthcare Providers:  
Integration Into the Mainstream
On the second day of “Patient-Centered Diabetes Care: Putting Theory Into Practice,” Jan 
Berger, MD, MJ, president of Health Intelligence Partners, moderated the panel discussion 
“Measuring the Impact of Pharmacists in Diabetes Patient Care.” Taking part were 
Rebecca W. Killion, MA, director of professional development, McKenna Long & Aldridge 
LLP; Edmund Pezalla, MD, MPH, vice president and national medical director at Aetna; 
Starlin Haydon-Greatting, MS, BSPharm, FAPhA, director of clinical programs at 
the Illinois Pharmacists Association; and Geoffrey Joyce, PhD, associate professor of 
pharmaceutical economics and policy at the University of Southern California. 

From left: Jan Berger, MD, MJ; Starlin Haydon-Greatting, MS, BSPharm, FaPhA; Geoffrey Joyce, PhD; Edmund Pezalla, MD, MPH; and Rebecca W. Killion, MA.
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For all the talk about the need to co-
ordinate healthcare, few examples 
make the case better than the story 

of Bill.
Teresa Pearson, MS, RN, CDE, told the 

story of this 55-year-old diabetic, who 
also has chronic obstructive pulmonary 
disorder (COPD) and needs dialysis. Bill 
has been hospitalized frequently and 
needs both physical and occupational 
therapy, and a diagram of his healthcare 
plan looks like a bicycle wheel, with the 
patient in the middle and more than a 
dozen spokes flowing from the center.

As Pearson noted in her talk, “Build-
ing an Effective and High-Quality Prac-
tice Model,” that doesn’t have to be a 
bad thing, if that care is coordinated by 
the right entity. Pearson is working with 
12 counties in Minnesota to implement 
such a model, called Southern Prairie 
Community Care. It began with the re-
alization that county governments were 
footing the bill for healthcare costs 
when, for instance, a patient with hypo-
glycemia wrecked a car, or when a per-
son on anti-psychotic medication failed 
to stay adherent and ended up in jail. 

What started as a shared savings mod-
el has evolved, Pearson said, as provid-
ers of healthcare have realized that true 
integration means incorporating issues 
related to prevention, mental health, 
housing, and livable wages.

In Minnesota, collaboration on mea-
sures of quality long predate account-
able care organizations (ACOs) or even 
the Southern Prairie project. Efforts to 
coordinate on care guidelines in diabe-
tes go back as far as 1993, Pearson said. 
When the most recent healthcare re-
form wave reached Minnesota, the great 
concern was losing safety-net providers 
in mergers, as smaller groups were ac-
quired by larger ones, Pearson said.

Southern Prairie is neither a provider 
nor a health plan, she explained. Rather, 
it is focused on purchasing healthcare 

efficiently, through providers that are al-
ready in the community. Providers may 
work with a variety of payers and may 
provide some administrative services, 
but Southern Prairie focuses on the coor-
dination and sets standards on early in-
tervention and prevention, “to move the 
cost dial backwards,” Pearson said.

Pharmacists are heavily involved. 
Southern Prairie also seeks solutions to 
the fact that 11 of the 12 counties in-
volved are “food deserts,” and nutrition 
has been identified as a health issue. 
The staff at Southern Prairie realize the 
need to work ever more diligently to in-
corporate the particular concerns of the 
enrolled Medicaid population. And they 
must deal more effectively with resi-
dents like Bill.

“Just about every provider is going to 
prescribe him a medication,” Pearson 
said. “So, the pharmacist may be the 
one who has the most global picture of 
what’s going on with Bill—unless he’s 
going to multiple pharmacies, and we 
know that happens as well.”

Taking care of this complicated pa-
tient means building stronger connec-
tions between providers, through a 
central point. Southern Prairie tries to 
be that central point, to avoid multiple 
points of contact for a patient. Pearson 
has seen as many as 19 in a single case. 

Community contacts may need to be in-
cluded, too, such as those representing 
social services.

“At the center is the patient and the 
family with a quarterback, or what we 
call a quarterback,” Pearson said. “That 
may or may not be the care coordinator 
in the primary care [provider’s] office.” 
That’s because patients may see their 
PCP only 3 to 4 times year, while they see 
other community providers, such as a 
social worker, up to 3 to 4 times a week.

“The idea of selecting that quarter-
back…part of [our role] is helping the 
patient decide who that person should 
be. Who do they have the best rapport 
with? Who’s the person they feel most 
comfortable with?” she asked. Often, “a 
patient is not willing to share everything 
about what’s going on with their life 
with every person on the care team.”

This approach redefines what “treat-
ing to target” means. “It’s not just about 
medical and clinical issues,” Pearson 
stressed. “It’s also about making sure 

that they have affordable housing, and 
they have a [living] wage, they can get 
healthy food to eat, and that sort of thing. 
For some of these folks, their needs are 
so very basic.” 

Dental care can be a major issue, Pear-
son said, as it can account for a large 
share of visits to the emergency depart-
ment. 

Once a plan is in place and a coor-
dinator selected, care measures are 
important. In Minnesota, the optimal 

measures in Pearson’s program are gly-
cated hemoglobin (A1C) of less than 8, 
blood pressure of less than 140/80 mm 
Hg, low-density lipoprotein (LDL) of less 
than 100, taking aspirin, and not smok-
ing. Quite often, these measures are af-
fected by events like a patient living in 
transitional housing. Providers are not 
happy when that happens, but they 
know the measures aren’t going away, 
Pearson said. “That’s why it’s so impor-
tant to include the entire community in 
this.” EBDM

Minnesota Model Highlights Power  
of Collaboration, Coordination

“Taking care of a 
complicated patient 

means building 
stronger connections 
between providers.”

—Teresa Pearson, MS, RN, CDE
Innovative Health Care Designs

And yet, that’s the one thing nobody 
has extra of, and it’s the thing that costs 
you the most,” she said. Killion acknowl-
edged that she herself had only recently 
realized the tremendous resource that a 
pharmacist can be to a patient. A phar-
macist can engage in conversation with a 

patient, typically answering all the ques-
tions a doctor may not have time to ad-
dress. “When you have engagement, you 
have education, you have better compli-
ance, you have better control,” Killion 
emphasized. “You have patients feeling 
empowered.”

To close, Haydon-Greatting mentioned 
some of the practical issues associated 
with data integration. EMRs carry propri-
etary information, for instance; this ma-
jor hurdle in having systems connect to 
one another needs to be overcome. But 
change is on the way, she said, as phar-

macy chains like Walgreens and CVS/
Caremark address such problems. EBDM
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Health Plans and Payers in Patient Care
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In 1991, when Deneen Vojta, MD, 
finished medical school and began 
training at Children’s Hospital of 

Philadelphia, it wasn’t her job to think 
about patients once they left her care, 
even though she often did. Was I right 
about that rash? Did the ringworm treat-
ment work? Vojta’s questions went un-
answered, and she moved on to the 
next patient.

Now the days of “pay for perfor-
mance” have arrived, said Vojta, cur-
rently senior vice president, business 
initiatives and clinical affairs, United-
Health Group. In her presentation, “HIT 
to Enable Measurement of Outcomes 
Between Stakeholders,” she outlined 
how the ground has shifted for provid-
ers accustomed to the old reimburse-
ment models. 

Suddenly, there is a list of patients 
whose follow-up care is someone’s re-
sponsibility, and Vojta’s unanswered 
questions matter, a lot. The days of 
having nothing more than a 
sticker to remind someone to get 
their glycated hemoglobin (A1C) 
checked are long gone, she said. 

Technology, and the arrival of 
Big Data, have changed every-
thing. But the transition isn’t 
easy, as many providers are in 
a transitional period in which 
some payments are based on 
new “value-based” models while 
many more remain based on the 
fee-for-service model that has 
governed medicine for decades. 
Vojta said moving toward more 
payments based on value-based 
models—and keeping track of 
those patients who aren’t in front 
of the doctor—requires having 
the right tools, but those tools 
must be equipped with the right 
data.

“We’ve spent a lot of time and 
energy on health information ex-
changes, and we’re going to ex-
change data,” Vojta said. In late 
2012, UnitedHealthcare acquired 
the data analytics firm Humetica, 
which pulls data after process-
ing the language from clinical 
notes. Vojta described a study of 
1000 patients in which the clini-
cal notes were overlaid with a 
standard electronic health record. 
Based on those clinical notes, an 
additional 22% of patients were 

found to have diabetes—patients who 
were not captured using standard dia-
betes algorithms. “Isn’t that scary?” she 
asked.

Also striking is the profile of the pa-
tients who had been missed: 45% more 
hospital admissions, 33% longer hospi-
tal stays, 30% more emergency depart-
ment visits. And 73% fewer visits to 
primary care physicians, consequently 
generating far fewer diagnostic codes 
to indicate their true condition. “Now, 
these people would not be on your 
lists,” Vojta said. If data are going to be 
exchanged, she said with a note of cau-
tion, “We have to make sure that…they 
are analytically valid.”

“As a payer, we want to make sure 
that Big Data is really good data. I think 
over the next couple of years you’re go-
ing to start hearing more about good 
data,” Vojta noted. If an accountable 
care organization is going to be a bearer 
of risk, it is essential to properly iden-

tify and define its population upfront, 
so that it can prevent the greatest costs 
over the next 12 to 24 months.

However, Vojta said, “Good data can 
also be small data.” Tracking how an in-
dividual responds over time can be just 
as important, especially in diabetes. 
The proliferation of smartphones and 
the ability to use them to track per-
sonal information will make it possible 
for patients to take greater control over 
their own care, she explained. 

Vojta offered an example of a person 
with diabetes who tracked A1C and 
noted a spike every day at 7 pm, which 

prompted the question: “What do I do 
at 6 pm? Well, it turns out I stop every 
day at Rita’s Water Ice.” This kind of 
tracking can help change behavior. 

“’I don’t necessarily need a new regi-
men,’” Vojta said, describing the hypo-
thetical thought process of such a pa-
tient. “I have to decide.” EBDM

What the Data Can—and Can’t—Say About Patients

Deneen Vojta, MD, of UnitedHealth shared the profile of patients with diabetes who 
were picked up when clinical notes were overlaid with the electronic health record. 
The patients had:

•  45% more hospital stays
•  33% longer hospital stays
•  30% more emergency department visits
•  73% fewer visits to a primary care physician

“As a payer, we 
want to make 
sure that Big 
Data is really 
good data. I 
think over the 
next couple of 
years you’ll hear 
more about good 
data.”

—Deneen Vojta, MD
Senior Vice President Business 
Initiatives and  Clinical Affairs, 

UnitedHealth Group

From left: Deneen Vojta, MD; Teresa Pearson, MS, RN, CDE, FAADE; Todd Prewitt, MD, FAAFP, Amy Tenderich.
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Payer’s Role in Care: Gatekeeper or Change Agent?

Healthcare is changing, but in Amy 
Tenderich’s view, some things 
remain the same. The founder of 

DiabetesMine.com and longtime patient 
advocate recounted her own experienc-
es and those of others in dealing with 
insurers after a trip to the hospital: the 
bills that keep arriving that can’t be deci-
phered, the inability to figure out exactly 
what’s covered, the hours spent dealing 
with the call center.

The overall “lack of transparency,” as 
Tenderich described it, frustrates even 
savvy patients like herself, let alone 
those less skilled at navigating the 
healthcare bureaucracy. “We see the pay-
ers mainly as playing a gatekeeper role,” 
she said, “putting these hurdles between 
us and the things we need.” Patients, she 
suggested, just want honest conversa-
tion about what they have access to.

From his vantage point at Humana, 
Todd Prewitt, MD, FAAFP, knows that 
Tenderich’s observations are all too com-
mon. Humana did a study that surveyed 
consumers in their homes about whom 
they trusted in making healthcare choic-
es. Those surveyed, in general, trusted 
family and friends and almost always 
their doctor and pharmacist; the phar-
macy and the hospital, to a lesser degree; 
and their insurer, not at all. “We didn’t 
even make the list,” Prewitt said.

Issues of trust are not limited to mat-
ters of patients believing that their in-
surance companies will act in the com-
pany’s best interests. There’s also the 
matter of what payers will do with all 
those data they’re collecting, Tenderich 
said. “People are definitely concerned 
about their data being sold, that they are 
in an employer program or they’re being 
asked by their health plan to give a lot of 
data,” she said. “There’s definitely a lot of 
discomfort with that idea.”

And yet, according to Prewitt and De-
neen Vojta, MD, using those data prop-
erly can lead to better care, in multiple 
ways. Aggregating data can spot trends. 
And if payers can give physicians data 
they don’t have—such as information 

about whether the patient actually filled 
the prescription written at the last vis-
it—the result could be better interpreta-
tion of lab test results, or more honest 
conversations about whether financial 
hardships are preventing a patient from 
getting access to medication in the first 
place.

Already, using technology to connect 
providers, payers, and community or-
ganizations is creating relationships 
and reimbursement for care that would 
have been inconceivable a decade ago, 
Vojta said. “Who would have thought 
that we would have all these payers col-
laborating with the CDC and the YMCA 
and other organizations to roll out the 
National Diabetes Prevention Program?” 
she asked, referring to the initiative un-
dertaken with the American Diabetes 
Association. 

Certainly, there’s more to be done. 
Tenderich suggested payers could play 
a role in supporting patients’ need for 
engineering standards and compatibility 
of devices, so that continuous glucose 
monitors from one manufacturer and 
pumps from another can work together.

Dennis Scanlon, PhD, said he was im-
pressed with work that Teresa Pearson, 
MS, RN, CDE, FAADE, had undertaken 
with the Southern Prairie project in Min-
nesota, especially expanding the num-
ber of partners to cover everything from 
the criminal justice system to Meals 
on Wheels. How, he asked, can this oc-
cur without the impetus of government 
bringing everyone together?

Pearson said a central element was 
colocation of services, including a pub-
lic health nurse in the emergency de-
partment at hospitals who handled dis-
charge planning. It also helps to have 
colocation of mental health services, 
because many diabetic patients who 
also have mental health conditions end 
up in the emergency department, and 
it’s especially important that these as-
sessments and transitions be carefully 
handled. 

Finally, she noted, dental care is an 

overlooked area: “Sometimes, as many 
as 60% of the patients who come into 
the emergency department are coming 
there because of dental pain, and they 
may be on Medicaid and don’t have ac-
cess to a Medicaid dental provider.”

Prewitt discussed the importance of 
managing discharge properly, and of not 
overwhelming a patient with too many 
contacts after hospitalization. While fol-
low-up is important, he said, it’s hard for 
a patient to understand why he or she 
might hear from both the original dis-
ease case manager and the pharmacy’s 
contact person regarding multiple drug 
changes. A typical response, according 
to Prewitt, would be: “I just talked to the 
case manager; now who are you?”

Both Pearson and Tenderich ad-
dressed this issue. Tenderich contrasted 
what she called “the myth of the health-
care team” (so stated because commu-
nication among a diabetic’s many pro-
viders can be rare) with the problem of 
multiple transitions between points of 
contact after a person with diabetes has 
already built up trust with a particular  
individual.

That’s what Southern Prairie is trying 
to avoid with the concept of the “quar-
terback,” Pearson said. “Who is that 1 
person that they connect with the most, 
who can help communicate to the rest 
of the team? I think that is a really im-
portant piece that we’re trying to imple-

ment, to reduce some of the noise and 
confusion for the patient.”

Vojta said when she trained at Chil-
dren’s Hospital of Philadelphia (CHOP), 
there was a nurse practitioner in charge 
of coordinating care for sickle-cell ane-
mia patients from a large geographic 
region. It was clear that if a child with 
sickle-cell missed school, the officials 
knew to call this nurse practitioner. “No 
decision was ever made without going 
through the parent and the nurse practi-
tioner,” Vojta said. “And it really did allow 
for true coordinated care.” Which led her 
to pose the question: “How are we go-
ing to replicate, from a business [stand-
point], what we saw happen at the CHOP 
sickle-cell clinic, and make it more stan-
dard across the industry?”

Pearson said it’s essential that the 
providers, payers, and “systems” get co-
ordinated, because patients are often 
confused, and too often blamed. “We 
constantly talk about patient noncom-
pliance or nonadherence…patients un-
willing to do what we have asked them 
to do,” she said. “We are too quick to 
blame.”

Tenderich agreed. “I think it’s amazing 
that it’s 2014 and we’re just now scratch-
ing our heads and saying, ‘Maybe we 
should start with the patients. Maybe 
we should ask them why this is so hard. 
Maybe it’s not that they’re failing; may-
be it’s the therapy that’s failing them.’” 
EBDM

The panel discussion for Session 3, “The Role of Health Plans and Payers in Patient Care,” 
invited responses to the presentations from Deneen Vojta, MD, senior vice president, busi-
ness initiatives and clinical affairs, UnitedHealth Group; and Teresa Pearson, MS, RN, 
CDE, FAADE, chief executive officer, Innovative Health Care Designs, LLC. Joining the dis-
cussion moderated by Dennis Scanlon, PhD, professor, Health Policy and Administration, 
Pennsylvania State University, were Amy Tenderich, founder and editor-in-chief of Dia-
betesMine.com, and Todd Prewitt, MD, FAAFP, director, Chronic Care Strategies Health 
Guidance Organization, Humana, Inc.

“Who would have 
thought that 
we would have 
all these payers 
collaborating 
with the CDC 
and YMCA to roll 
out the National 
Diabetes Prevention 
Program?”

—Deneen Vojta, MD
UnitedHealth Group
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ACO Coalition Members Present Success Stories in 
Diabetes Management

Dennis Scanlon, PharmD, 
opened by describing the ACO, 
or accountable care organiza-

tion, as “the hottest 3-letter word in 
healthcare.” He noted, of course, that 
in the 1990s there had been a differ-
ent 3-letter word that was going to 
change everything: HMO, or health 
maintenance organization. Scanlon 
asked Scott Hines, MD, to define the 
term ACO.

Hines said his group is a physician-
owned multi-specialty group, which 
includes 2 important features. “We 
decided in around 2010 that the direc-
tion of healthcare was toward value-
based care and the accountable care 
organization,” he said. 

“Value-based care is really a phi-
losophy of how we should be treating 

patients” that is centered on the Triple 
Aim of better health, better health-
care, and lower costs. “An accountable 
care organization,” Hines continued, 
“is the structure that can deliver that 
care.”

Diabetes as an Example of Value-
Based Care
Diabetes presents a key opportunity 
to deliver value-based care. Crystal 
Run began a practice called “virtual 
rounds,” involving an endocrinologist, 
4 to 5 primary care physicians, a care 
manager, and a nutritionist. The pro-
cess covered patients with glycated 
hemoglobin (A1C) in excess of 9.25. 
Patients who had been lost to follow-
up were contacted, and recommenda-
tions were made for others.

In many cases, the patients were 
contacted but did not have to come 
in. “By doing that, we reduced the 
percentage of patients who had A1Cs 
greater than 9 from 18% to about 12%,” 
he said. 

A variation reduction program be-
gan to chart patients on a graph and 
confront physicians with the data, 
showing them that, contrary to their 
assumption, their outliers were not 
the sickest patients. Then, the pro-
gram deployed best practice guide-
lines to standardize care in diabetes. 
In doing so, not only did the sickest 
patients get better, but the patients 
at control who were coming in every 
3 months were able to come in less 
frequently, thus creating room in the 
schedule.

“Just through that transparent data 
sharing and that conversation, over 6 
months we reduced the cost of care for 
diabetes by 9%, or about $400,000. Over 
2 years, we reduced the cost of care by 
17%, or about $850,000,” he said. “We 
basically created a capacity of an ex-
tra physician without having to hire 
an extra physician. That allowed more 
patients who needed to be seen to be 
able to come in and be seen.” 

“So, we’ve used this program, we’ve 
expanded it to many other diagno-
ses but that’s kind of the cornerstone 
of the work that we’ve been doing,” 
Hines said. 

Breaking Down Silos 
Next, Scanlon asked Katherine Schnei-
der, MD, MPhil, FAAFP, to talk about 
creating more collaborative environ-
ments, which he described as an es-
sential part of the ACO movement.

Schneider, a family physician with 
population health training, said her 
company provides software that helps 
solve specific problems of account-
ability. For example, understanding 
the fundamentals of diabetes—aka 
the ABCs, for A1C, blood pressure, 
and cholesterol—can help reduce the 
number of days a patient with diabe-
tes is hospitalized if he is admitted for 
a problem unrelated to diabetes.

Having good data and metrics is fine, 
Schneider said, but doesn’t replace 
good care. “Having a good organiza-
tion where you manage governance 
and standardized hand-offs and all 
that, that’s important,” too, she said. 
“But you’re not going to succeed with-
out the ‘C’ in the ACO.” Otherwise, she 
noted, it’s just “a new board and a new 
layer of bureaucracy.”

Next, Scanlon asked Meaghan Kim, 
BS, RN, CDE, of AtlantiCare to discuss 
the challenges of health information 
technology (HIT) and the implemen-
tation of electronic health records 
(EHRs), especially in relation to diabe-
tes.

Kim said AtlantiCare, which has 
a relationship with Joslin Diabetes 
Center, identified gaps in services 
and designed a plan to fill them in. 
AtlantiCare used EHR to risk-stratify 
patients, by provider and practice, 
and to identify those patients with 
A1C above 9. Then, AtlantiCare could 
see where additional certified diabe-
tes educators (CDEs) could be placed 
for greatest benefit. “Two years ago 
we started with 1 [American Diabetes 
Association-] recognized site within 
the AtlantiCare system, and today we 
have 9,” she said.

Diabetes education services are 
expanded and also decentralized, so 

As part of its mission to bring together stakeholders engaged in implementing the Afford-
able Care Act, The American Journal of Managed Care created the ACO and Emerging 
Healthcare Delivery Coalition, which gives participants opportunities to share best prac-
tices in using new reimbursement models. The final panel of “Patient-Centered Diabetes 
Care: Putting Theory Into Practice” invited ACO Coalition members to present insights on 
diabetes care. Joining moderator Dennis Scanlon, PharmD, founder and president, Rx-
Ante, were Scott Hines, MD, co-chief clinical transformation officer, Crystal Run Health-
care; Michael Evans, RPh, director, Ambulatory Clinical Pharmacy Programs, Geisinger 
Health System; Katherine Schneider, MD, MPhil, FAAFP, chief medical officer, Medeci-
sion; and Meaghan Kim, BS, RN, CDE, director, Diabetes Population Health, AtlantiCare.

From left: Dennis Scanlon, PharmD; Scott Hines, MD; Katherine Schneider, MD, MPhil, FAAFP; Michael Evans, BS, RPh; Meaghan Kim, BS, RN, CDE
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CDEs work collaboratively with the 
primary care physicians. AtlantiCare 
is working on improving transitions 
of care, Kim said, and it has identified 
EHR capacity as a new challenge—
specifically, the system must identify 
which patients need A1C checks at 
3-month and which at 6-month inter-
vals.

Success at Geisinger Over Long 
Haul
Integrated Delivery Networks (IDNs) 
are associated with Geisinger in Penn-
sylvania, Scanlon said. He asked Mi-
chael Evans, RPh, to describe the am-
bulatory clinical pharmacy program in 
place within the healthcare system.

“We’ve had an electronic health re-
cord for 20 years,” Evans said. “Twen-
ty-two years ago we started our an-
ticoagulation service at Geisinger, 
pharmacist-run.” Collaborative mod-
els, with pharmacists playing signifi-
cant roles in diabetes care, are clearly 
not new. Nor is the idea of Evans being 
able to log onto a computer and ask, 
“How many patients have an A1C over 

9? How many haven’t had an A1C in 3 
months? In 6 months? What are their 
current medication regimens?”

In the beginning, Geisinger pushed 
much of the workload back on physi-
cians, but that has changed with phy-
sician shortages. Today, physicians 
handle the diagnosis; aftercare is the 
responsibility of mid-level provid-

ers. According to Evans, the process 
works. And care is stratified: patients 
with A1C currently above 9, or above 
8 for more than a year, are referred to 
a pharmacist; those with A1C at 8 for 
less than a year see a CDE.

“For metabolic disease, 71% of pa-
tients are getting to goal, and we’re 
maintaining that goal,” Evans said. 
Their efforts to maintain adherence to 
medication have succeeded, and Geis-
inger’s results reach 80%, far higher 
than those of most other American 
health plans. 

When patients reach Geisinger with 
an A1C of 8 or 9, “They’ve essentially 
failed everyone before they come to 
us.” But, Evans clarified, “It’s not the 
patient that’s failed; it’s typically the 
system that’s failed the patient.” 

Sometimes, success is a matter of 
picking the right therapy—one the pa-
tient can stick with. “If they’re adher-
ent to 1 therapy, it’s better than being 
not adherent to any therapy,” he said.

In response to a question, Evans 
repeated advice given earlier: it’s im-
portant to coordinate outreach so the 

patient hears from only 1 or 2 regular 
contact persons, so strong relation-
ships are developed. Geisinger serves 
patients over a huge geographic area, 
with some patients living up to 100 
miles from the nearest clinic. That 
makes developing a rapport especially 
important.

Future of ACOs?
Scanlon noted that some observers do 
not see a bright future for ACOs. For 
instance, “Regina Herzlinger from Har-
vard [Business School] has said that 
ACOs will implode just as capitated 
HMOs imploded in the 1990s.” Others, 
however, predict “That won’t happen 
because we have better data now,” 
Scanlon said.

Schneider said the practices that 
succeed under the ACO model will be 
those that view it as a full-time com-
mitment, not as a “project” to do on 
the side. Hines agreed. 

“If ACOs don’t succeed,” he said, 
“what is the alternative? The status 
quo is not an alternative.” EBDM

“Just through that 
transparent data 

sharing, over 6 
months we reduced 
the cost of care for 
diabetes by 9%, or 
about $400,000.”

—Scott Hines, MD
Co-Chief Clinical Transformation Officer 
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Diabetes mellitus continues to be an area of robust research and development 
for pharmaceutical manufacturers. An estimated 26 million Americans have 
the disease, and an estimated 79 million US adults have prediabetes, putting 

direct medical costs at $116 billion.1 

Investment ranges from the development of new therapies to control the disease, 
to innovations toward the so-called “artificial pancreas” for type 1 patients (T1DM), to 
work on preventing type 2 diabetes mellitus (T2DM) with therapies to combat obesity. 

Until there is a decline in the number of patients with T2DM, both payers and the 
medical community will witness the introduction of a new category of agents for 
these patients every few years. Each new mechanism of action must then be proven 
in the crucible of clinical practice and in formulary decision making.

In the last cycle, the incretin mimetics, which include the dipeptidyl peptidase 4 
(DPP-4s) and the glucagon-like peptide-1 (GLP-1s) were introduced and incorporated 
into practice and onto drug formularies. First came the GLP-1s with injectables like 
exanatide, and then came the DPP-4s with oral tablets like sitigliptin. The GLP-1s are 
thought to offer slightly better glycemic control than the DPP-4s, but some diabetics 
do not prefer the injectable form.

Managed care faced an interesting dilemma in 2012 when the American Dia-
betes Association (ADA) released new guidelines for the treatment of type 
2 diabetes mellitus (T2DM).1 The new guidelines replaced the previous it-

eration that was algorithmic in its recommendations of drug therapy with one that 
was more individualized to the patient. While diabetes 
is not a one-size-fits-all disease, the new guidelines did 
not recommend a preferred second- or third-line medi-
cation. Many diabetic medications are still branded and 
associated with a relatively high cost compared with 
older generic medications. Furthermore, newer medi-
cations continue to come to market in these newer cat-
egories, such as DPP-4 inhibitors, GLP-1 agonists, and 
SGLT-2 inhibitors. Despite comparative glycated he-
moglobin (A1C)-lowering data, these medications have 
little clinical differentiation in terms of outcomes and 
safety. This should allow health plans to streamline 
their approach in managing drugs that treat diabetes.

Managed care continues to evaluate efficacy, safety, 
and cost as part of any drug review process. However, 

Robert Kritzler, MD, wears 2 hats: 
he has been a practicing physi-
cian for more than 30 years; with 

a specialty in pediatric endocrinology, he 
has seen the rise of obesity and diabetes 
and its effects on the healthcare system. 
Today, as a leader in a health plan as-
sociated with a major academic institu-
tion, he is also part of the national con-
versation on how to control rising costs, 
as more patients gain access to the sys-
tem under the Affordable Care Act. 

Evidence-Based Diabetes Manage-
ment: Have you observed progress 
in the community’s efforts to ad-
dress diabetes mellitus in children 
as a public health problem?
Robert Kritzler, MD: There has been 
some progress, but we need to break 
the progress down into type 1 and type 
2 diabetes mellitus. Pediatric endocri-
nologists see more type 1 disease, and 
I think there’s been a lot of progress 
in terms of technology. As a clinician, 
many more of my young patients are 
using insulin pumps than in the past. 
Some of my patients are now using 
continuous glucose sensors (for con-
tinuous glucose monitoring, or CGM). 
As a managed care medical director, I 
can say that we’re seeing many more 
requests for insulin pumps and CGM 
monitors. That technology is chang-
ing how we treat the patient with type 
1 disease. Alone, however, it is not the 
whole answer. 

(continued on page SP126) (continued on page SP127) 

(continued on page SP120) 

Jeffrey D. Dunn, PharmD
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The second annual conference on Patient-Cen-
tered Diabetes Care left the audience with the 
message that diabetes continues to be a ma-

jor healthcare issue. However, innovative healthcare 
management programs, which are patient-centric and 
involve all of the patient’s caregivers, can result in 
much improved disease management.

The special guest speaker, Jay Hewitt, a type 
1 diabetes mellitus (T1DM) patient himself, 
amazed the audience with a narrative on how 
well he has managed to cope with, and at times 
win against, his condition. Managing diabetes 
is hard enough, but it’s a completely different 
ball game for an athlete. Citing his life experi-
ences as a triathlon athlete, Hewitt emphasized 
the need for understanding and “respecting” the 
disease.

 The speakers who participated in the first 
session addressed issues of health disparities 
among communities, improving medication 
adherence, and the use of technology for better 
disease management. Similar to what has hap-
pened in oncology, the realization has set in that 
one size does not fit all even with diabetes. The 
faculty who participated in a panel discussion 
agreed that more individualized care could help 
improve the health of the population as 
a whole.

This was reiterated by the keynote 
speaker, Robert Gabbay, MD, PhD, who 
said physicians need to change their 
outlook—from a single patient model to 
a population model. He emphasized the 
need for regular quality assessments to 
improve care, and provided examples of 
various programs initiated at the Joslin 
Diabetes Center to improve models of 
care.

The sessions held on the second day of 
the meeting highlighted the importance 
of increased participation by various care 
providers, including integration of the 
pharmacist in diabetes patient care. The 
speakers stressed that the pharmacist is 
an untapped resource who can step in 
and provide many services of a tradition-
al physician, as needed. The last panel 
discussion emphasized the changes 
brought about by accountable care orga-
nizations (ACOs) in diabetes care. Value-
based care is always in the patient’s best 
interest, and ACOs can bring such care to 
the patient’s doorstep. EBDM
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Victoza® (liraglutide [rDNA origin] injection) 
Rx Only 
BRIEF SUMMARY. Please consult package insert for full prescribing information.

WARNING: RISK OF THYROID C-CELL TUMORS: Liraglutide causes dose-dependent and treatment-
duration-dependent thyroid C-cell tumors at clinically relevant exposures in both genders of rats and 
mice. It is unknown whether Victoza® causes thyroid C-cell tumors, including medullary thyroid carci-
noma (MTC), in humans, as human relevance could not be ruled out by clinical or nonclinical studies. 
Victoza® is contraindicated in patients with a personal or family history of MTC and in patients with 
Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Based on the findings in rodents, monitor-
ing with serum calcitonin or thyroid ultrasound was performed during clinical trials, but this may have 
increased the number of unnecessary thyroid surgeries. It is unknown whether monitoring with serum 
calcitonin or thyroid ultrasound will mitigate human risk of thyroid C-cell tumors. Patients should be 
counseled regarding the risk and symptoms of thyroid tumors [see Contraindications and Warnings 
and Precautions].

INDICATIONS AND USAGE: Victoza® is indicated as an adjunct to diet and exercise to improve glycemic 
control in adults with type 2 diabetes mellitus. Important Limitations of Use: Because of the uncertain 
relevance of the rodent thyroid C-cell tumor findings to humans, prescribe Victoza® only to patients for 
whom the potential benefits are considered to outweigh the potential risk. Victoza® is not recommended as 
first-line therapy for patients who have inadequate glycemic control on diet and exercise. Based on spon-
taneous postmarketing reports, acute pancreatitis, including fatal and non-fatal hemorrhagic or necrotizing 
pancreatitis has been observed in patients treated with Victoza®. Victoza® has not been studied in patients 
with a history of pancreatitis. It is unknown whether patients with a history of pancreatitis are at increased 
risk for pancreatitis while using Victoza®. Other antidiabetic therapies should be considered in patients with 
a history of pancreatitis. Victoza® is not a substitute for insulin. Victoza® should not be used in patients with 
type 1 diabetes mellitus or for the treatment of diabetic ketoacidosis, as it would not be effective in these 
settings. The concurrent use of Victoza® and prandial insulin has not been studied.
CONTRAINDICATIONS: Do not use in patients with a personal or family history of medullary thyroid car-
cinoma (MTC) or in patients with Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Do not use in 
patients with a prior serious hypersensitivity reaction to Victoza® or to any of the product components.
WARNINGS AND PRECAUTIONS: Risk of Thyroid C-cell Tumors: Liraglutide causes dose-dependent 
and treatment-duration-dependent thyroid C-cell tumors (adenomas and/or carcinomas) at clinically rele-
vant exposures in both genders of rats and mice. Malignant thyroid C-cell carcinomas were detected in rats 
and mice. A statistically significant increase in cancer was observed in rats receiving liraglutide at 8-times 
clinical exposure compared to controls. It is unknown whether Victoza® will cause thyroid C-cell tumors, 
including medullary thyroid carcinoma (MTC), in humans, as the human relevance of liraglutide-induced 
rodent thyroid C-cell tumors could not be determined by clinical or nonclinical studies. In the clinical trials, 
there have been 6 reported cases of thyroid C-cell hyperplasia among Victoza®-treated patients and 2 cases 
in comparator-treated patients (1.3 vs. 1.0 cases per 1000 patient-years). One comparator-treated patient 
with MTC had pre-treatment serum calcitonin concentrations >1000 ng/L suggesting pre-existing disease. 
All of these cases were diagnosed after thyroidectomy, which was prompted by abnormal results on routine, 
protocol-specified measurements of serum calcitonin. Five of the six Victoza®-treated patients had elevated 
calcitonin concentrations at baseline and throughout the trial. One Victoza® and one non-Victoza®-treated 
patient developed elevated calcitonin concentrations while on treatment. Calcitonin, a biological marker of 
MTC, was measured throughout the clinical development program. The serum calcitonin assay used in the 
Victoza® clinical trials had a lower limit of quantification (LLOQ) of 0.7 ng/L and the upper limit of the refer-
ence range was 5.0 ng/L for women and 8.4 ng/L for men. At Weeks 26 and 52 in the clinical trials, adjusted 
mean serum calcitonin concentrations were higher in Victoza®-treated patients compared to placebo-treated 
patients but not compared to patients receiving active comparator. At these timepoints, the adjusted mean 
serum calcitonin values (~1.0 ng/L) were just above the LLOQ with between-group differences in adjusted 
mean serum calcitonin values of approximately 0.1 ng/L or less. Among patients with pre-treatment serum 
calcitonin below the upper limit of the reference range, shifts to above the upper limit of the reference range 
which persisted in subsequent measurements occurred most frequently among patients treated with 
Victoza® 1.8 mg/day. In trials with on-treatment serum calcitonin measurements out to 5-6 months, 1.9% of 
patients treated with Victoza® 1.8 mg/day developed new and persistent calcitonin elevations above the 
upper limit of the reference range compared to 0.8-1.1% of patients treated with control medication or the 
0.6 and 1.2 mg doses of Victoza®. In trials with on-treatment serum calcitonin measurements out to 12 
months, 1.3% of patients treated with Victoza® 1.8 mg/day had new and persistent elevations of calcitonin 
from below or within the reference range to above the upper limit of the reference range, compared to 0.6%, 
0% and 1.0% of patients treated with Victoza® 1.2 mg, placebo and active control, respectively. Otherwise, 
Victoza® did not produce consistent dose-dependent or time-dependent increases in serum calcitonin. 
Patients with MTC usually have calcitonin values >50 ng/L. In Victoza® clinical trials, among patients with 
pre-treatment serum calcitonin <50 ng/L, one Victoza®-treated patient and no comparator-treated patients 
developed serum calcitonin >50 ng/L. The Victoza®-treated patient who developed serum calcitonin >50 
ng/L had an elevated pre-treatment serum calcitonin of 10.7 ng/L that increased to 30.7 ng/L at Week 12 and 
53.5 ng/L at the end of the 6-month trial. Follow-up serum calcitonin was 22.3 ng/L more than 2.5 years after 
the last dose of Victoza®. The largest increase in serum calcitonin in a comparator-treated patient was seen 
with glimepiride in a patient whose serum calcitonin increased from 19.3 ng/L at baseline to 44.8 ng/L at 
Week 65 and 38.1 ng/L at Week 104. Among patients who began with serum calcitonin <20 ng/L, calcitonin 
elevations to >20 ng/L occurred in 0.7% of Victoza®-treated patients, 0.3% of placebo-treated patients, and 
0.5% of active-comparator-treated patients, with an incidence of 1.1% among patients treated with 1.8 mg/
day of Victoza®. The clinical significance of these findings is unknown. Counsel patients regarding the risk 
for MTC and the symptoms of thyroid tumors (e.g. a mass in the neck, dysphagia, dyspnea or persistent 
hoarseness). It is unknown whether monitoring with serum calcitonin or thyroid ultrasound will mitigate the 
potential risk of MTC, and such monitoring may increase the risk of unnecessary procedures, due to low test 
specificity for serum calcitonin and a high background incidence of thyroid disease. Patients with thyroid 
nodules noted on physical examination or neck imaging obtained for other reasons should be referred to an 
endocrinologist for further evaluation. Although routine monitoring of serum calcitonin is of uncertain value 
in patients treated with Victoza®, if serum calcitonin is measured and found to be elevated, the patient should 
be referred to an endocrinologist for further evaluation. Pancreatitis: Based on spontaneous post-
marketing reports, acute pancreatitis, including fatal and non-fatal hemorrhagic or 
necrotizing pancreatitis, has been observed in patients treated with Victoza®. After initia-
tion of Victoza®, observe patients carefully for signs and symptoms of pancreatitis 
(including persistent severe abdominal pain, sometimes radiating to the back and which 
may or may not be accompanied by vomiting). If pancreatitis is suspected, Victoza® should 
promptly be discontinued and appropriate management should be initiated. If pancreatitis 
is confirmed, Victoza® should not be restarted. Consider antidiabetic therapies other than 
Victoza® in patients with a history of pancreatitis. In clinical trials of Victoza®, there have been 13 
cases of pancreatitis among Victoza®-treated patients and 1 case in a comparator (glimepiride) treated 
patient (2.7 vs. 0.5 cases per 1000 patient-years). Nine of the 13 cases with Victoza® were reported as acute 
pancreatitis and four were reported as chronic pancreatitis. In one case in a Victoza®-treated patient, pancre-
atitis, with necrosis, was observed and led to death; however clinical causality could not be established. 
Some patients had other risk factors for pancreatitis, such as a history of cholelithiasis or alcohol abuse. Use 
with Medications Known to Cause Hypoglycemia: Patients receiving Victoza® in combination with 
an insulin secretagogue (e.g., sulfonylurea) or insulin may have an increased risk of hypoglycemia. The risk 
of hypoglycemia may be lowered by a reduction in the dose of sulfonylurea (or other concomitantly admin-
istered insulin secretagogues) or insulin  Renal Impairment: Victoza® has not been found to be directly 
nephrotoxic in animal studies or clinical trials. There have been postmarketing reports of acute renal failure 
and worsening of chronic renal failure, which may sometimes require hemodialysis in Victoza®-treated 
patients. Some of these events were reported in patients without known underlying renal disease. A majority 
of the reported events occurred in patients who had experienced nausea, vomiting, diarrhea, or dehydration. 
Some of the reported events occurred in patients receiving one or more medications known to affect renal 
function or hydration status. Altered renal function has been reversed in many of the reported cases with 
supportive treatment and discontinuation of potentially causative agents, including Victoza®. Use caution 
when initiating or escalating doses of Victoza® in patients with renal impairment. Hypersensitivity Reac-
tions: There have been postmarketing reports of serious hypersensitivity reactions (e.g., anaphylactic 
reactions and angioedema) in patients treated with Victoza®. If a hypersensitivity reaction occurs, the patient 
should discontinue Victoza® and other suspect medications and promptly seek medical advice.  Angio-
edema has also been reported with other GLP-1 receptor agonists. Use caution in a patient with a history of 
angioedema with another GLP-1 receptor agonist because it is unknown whether such patients will be pre-
disposed to angioedema with Victoza®. Macrovascular Outcomes: There have been no clinical studies 
establishing conclusive evidence of macrovascular risk reduction with Victoza® or any other antidiabetic 
drug.
ADVERSE REACTIONS: Clinical Trials Experience: Because clinical trials are conducted under widely 
varying conditions, adverse reaction rates observed in the clinical trials of a drug cannot be directly com-
pared to rates in the clinical trials of another drug and may not reflect the rates observed in practice. The 
safety of Victoza® has been evaluated in 8 clinical trials: A double-blind 52-week monotherapy trial com-
pared Victoza® 1.2 mg daily, Victoza® 1.8 mg daily, and glimepiride 8 mg daily; A double-blind 26 week 
add-on to metformin trial compared Victoza® 0.6 mg once-daily, Victoza® 1.2 mg once-daily, Victoza® 1.8 

mg once-daily, placebo, and glimepiride 4 mg once-daily; A double-blind 26 week add-on to glimepiride 
trial compared Victoza® 0.6 mg daily, Victoza® 1.2 mg once-daily, Victoza® 1.8 mg once-daily, placebo, and 
rosiglitazone 4 mg once-daily; A 26 week add-on to metformin + glimepiride trial, compared double-blind 
Victoza® 1.8 mg once-daily, double-blind placebo, and open-label insulin glargine once-daily; A double-
blind 26-week add-on to metformin + rosiglitazone trial compared Victoza® 1.2 mg once-daily, Victoza® 1.8 
mg once-daily and placebo; An open-label 26-week add-on to metformin and/or sulfonylurea trial com-
pared Victoza® 1.8 mg once-daily and exenatide 10 mcg twice-daily; An open-label 26-week add-on to 
metformin trial compared Victoza® 1.2 mg once-daily, Victoza® 1.8 mg once-daily, and sitagliptin 100 mg 
once-daily; An open-label 26-week trial compared insulin detemir as add-on to Victoza® 1.8 mg + metformin 
to continued treatment with Victoza® + metformin alone. Withdrawals: The incidence of withdrawal due to 
adverse events was 7.8% for Victoza®-treated patients and 3.4% for comparator-treated patients in the five 
double-blind controlled trials of 26 weeks duration or longer. This difference was driven by withdrawals 
due to gastrointestinal adverse reactions, which occurred in 5.0% of Victoza®-treated patients and 0.5% 
of comparator-treated patients. In these five trials, the most common adverse reactions leading to with-
drawal for Victoza®-treated patients were nausea (2.8% versus 0% for comparator) and vomiting (1.5% 
versus 0.1% for comparator). Withdrawal due to gastrointestinal adverse events mainly occurred during 
the first 2-3 months of the trials. Common adverse reactions: Tables 1, 2, 3 and 4 summarize common 
adverse reactions (hypoglycemia is discussed separately) reported in seven of the eight controlled trials 
of 26 weeks duration or longer. Most of these adverse reactions were gastrointestinal in nature. In the five 
double-blind clinical trials of 26 weeks duration or longer, gastrointestinal adverse reactions were reported 
in 41% of Victoza®-treated patients and were dose-related. Gastrointestinal adverse reactions occurred in 
17% of comparator-treated patients. Common adverse reactions that occurred at a higher incidence among 
Victoza®-treated patients included nausea, vomiting, diarrhea, dyspepsia and constipation. In the five dou-
ble-blind and three open-label clinical trials of 26 weeks duration or longer, the percentage of patients who 
reported nausea declined over time. In the five double-blind trials approximately 13% of Victoza®-treated 
patients and 2% of comparator-treated patients reported nausea during the first 2 weeks of treatment. In the 
26-week open-label trial comparing Victoza® to exenatide, both in combination with metformin and/or sulfo-
nylurea, gastrointestinal adverse reactions were reported at a similar incidence in the Victoza® and exenatide 
treatment groups (Table 3). In the 26-week open-label trial comparing Victoza® 1.2 mg, Victoza® 1.8 mg and 
sitagliptin 100 mg, all in combination with metformin, gastrointestinal adverse reactions were reported at a 
higher incidence with Victoza® than sitagliptin (Table 4). In the remaining 26-week trial, all patients received 
Victoza® 1.8 mg + metformin during a 12-week run-in period. During the run-in period, 167 patients (17% 
of enrolled total) withdrew from the trial: 76 (46% of withdrawals) of these patients doing so because of 
gastrointestinal adverse reactions and 15 (9% of withdrawals) doing so due to other adverse events. Only 
those patients who completed the run-in period with inadequate glycemic control were randomized to 26 
weeks of add-on therapy with insulin detemir or continued, unchanged treatment with Victoza® 1.8 mg + 
metformin. During this randomized 26-week period, diarrhea was the only adverse reaction reported in ≥5% 
of patients treated with Victoza® 1.8 mg + metformin + insulin detemir (11.7%) and greater than in patients 
treated with Victoza® 1.8 mg and metformin alone (6.9%).
Table 1: Adverse reactions reported in ≥5% of Victoza®-treated patients in a 
52-week monotherapy trial

All Victoza®  N = 497 Glimepiride  N = 248
Adverse Reaction (%) (%)
Nausea 28.4 8.5
Diarrhea 17.1 8.9
Vomiting 10.9 3.6
Constipation 9.9 4.8
Headache 9.1 9.3

Table 2: Adverse reactions reported in ≥5% of Victoza®-treated patients and occurring 
more frequently with Victoza® compared to placebo: 26-week combination therapy trials

Add-on to Metformin Trial
All Victoza® + Metformin  

N = 724
Placebo + Metformin  

N = 121
Glimepiride + Metformin  

N = 242
Adverse Reaction (%) (%) (%)
Nausea 15.2 4.1 3.3
Diarrhea 10.9 4.1 3.7
Headache 9.0 6.6 9.5
Vomiting 6.5 0.8 0.4

Add-on to Glimepiride Trial
All Victoza® + 

Glimepiride  N = 695
Placebo + Glimepiride  

N = 114
Rosiglitazone + 

Glimepiride  N = 231
Adverse Reaction (%) (%) (%)
Nausea 7.5 1.8 2.6
Diarrhea 7.2 1.8 2.2
Constipation 5.3 0.9 1.7
Dyspepsia 5.2 0.9 2.6

Add-on to Metformin + Glimepiride
Victoza® 1.8 + Metformin 
+ Glimepiride  N = 230

Placebo + Metformin + 
Glimepiride  N = 114

Glargine + Metformin + 
Glimepiride  N = 232

Adverse Reaction (%) (%) (%)
Nausea 13.9 3.5 1.3
Diarrhea 10.0 5.3 1.3
Headache 9.6 7.9 5.6
Dyspepsia 6.5 0.9 1.7
Vomiting 6.5 3.5 0.4

Add-on to Metformin + Rosiglitazone
All Victoza® + Metformin + 

Rosiglitazone  N = 355
Placebo + Metformin + Rosiglitazone  

N = 175
Adverse Reaction (%) (%)
Nausea 34.6 8.6
Diarrhea 14.1 6.3
Vomiting 12.4 2.9
Headache 8.2 4.6
Constipation 5.1 1.1

Table 3: Adverse Reactions reported in ≥5% of Victoza®-treated patients in 
a 26-Week Open-Label Trial versus Exenatide

Victoza® 1.8 mg once daily + 
metformin and/or sulfonylurea  

N = 235

Exenatide 10 mcg twice daily + 
metformin and/or sulfonylurea  

N = 232
Adverse Reaction (%) (%)
Nausea 25.5 28.0
Diarrhea 12.3 12.1
Headache 8.9 10.3
Dyspepsia 8.9 4.7
Vomiting 6.0 9.9
Constipation 5.1 2.6

Table 4: Adverse Reactions in ≥5% of Victoza®-treated patients in a 
26-Week Open-Label Trial versus Sitagliptin

All Victoza® + metformin   
N = 439

Sitagliptin 100 mg/day + 
metformin  N = 219

Adverse Reaction (%) (%)
Nausea 23.9 4.6
Headache 10.3 10.0
Diarrhea 9.3 4.6
Vomiting 8.7 4.1

Immunogenicity: Consistent with the potentially immunogenic properties of protein and peptide pharma-
ceuticals, patients treated with Victoza® may develop anti-liraglutide antibodies. Approximately 50-70% of 
Victoza®-treated patients in the five double-blind clinical trials of 26 weeks duration or longer were tested for 
the presence of anti-liraglutide antibodies at the end of treatment. Low titers (concentrations not requiring 
dilution of serum) of anti-liraglutide antibodies were detected in 8.6% of these Victoza®-treated patients. 
Sampling was not performed uniformly across all patients in the clinical trials, and this may have resulted 
in an underestimate of the actual percentage of patients who developed antibodies. Cross-reacting anti-
liraglutide antibodies to native glucagon-like peptide-1 (GLP-1) occurred in 6.9% of the Victoza®-treated 
patients in the double-blind 52-week monotherapy trial and in 4.8% of the Victoza®-treated patients in the 
double-blind 26-week add-on combination therapy trials. These cross-reacting antibodies were not tested 

for neutralizing effect against native GLP-1, and thus the potential for clinically significant neutralization 
of native GLP-1 was not assessed. Antibodies that had a neutralizing effect on liraglutide in an in vitro 
assay occurred in 2.3% of the Victoza®-treated patients in the double-blind 52-week monotherapy trial and 
in 1.0% of the Victoza®-treated patients in the double-blind 26-week add-on combination therapy trials. 
Among Victoza®-treated patients who developed anti-liraglutide antibodies, the most common category 
of adverse events was that of infections, which occurred among 40% of these patients compared to 36%, 
34% and 35% of antibody-negative Victoza®-treated, placebo-treated and active-control-treated patients, 
respectively. The specific infections which occurred with greater frequency among Victoza®-treated anti-
body-positive patients were primarily nonserious upper respiratory tract infections, which occurred among 
11% of Victoza®-treated antibody-positive patients; and among 7%, 7% and 5% of antibody-negative 
Victoza®-treated, placebo-treated and active-control-treated patients, respectively. Among Victoza®-treated 
antibody-negative patients, the most common category of adverse events was that of gastrointestinal 
events, which occurred in 43%, 18% and 19% of antibody-negative Victoza®-treated, placebo-treated and 
active-control-treated patients, respectively. Antibody formation was not associated with reduced efficacy of 
Victoza® when comparing mean HbA1c of all antibody-positive and all antibody-negative patients. However, 
the 3 patients with the highest titers of anti-liraglutide antibodies had no reduction in HbA1c with Victoza® 
treatment. In the five double-blind clinical trials of Victoza®, events from a composite of adverse events 
potentially related to immunogenicity (e.g. urticaria, angioedema) occurred among 0.8% of Victoza®-treated 
patients and among 0.4% of comparator-treated patients. Urticaria accounted for approximately one-half of 
the events in this composite for Victoza®-treated patients. Patients who developed anti-liraglutide antibodies 
were not more likely to develop events from the immunogenicity events composite than were patients who 
did not develop anti-liraglutide antibodies. Injection site reactions: Injection site reactions (e.g., injection 
site rash, erythema) were reported in approximately 2% of Victoza®-treated patients in the five double-blind 
clinical trials of at least 26 weeks duration. Less than 0.2% of Victoza®-treated patients discontinued due 
to injection site reactions. Papillary thyroid carcinoma: In clinical trials of Victoza®, there were 7 reported 
cases of papillary thyroid carcinoma in patients treated with Victoza® and 1 case in a comparator-treated 
patient (1.5 vs. 0.5 cases per 1000 patient-years). Most of these papillary thyroid carcinomas were <1 cm 
in greatest diameter and were diagnosed in surgical pathology specimens after thyroidectomy prompted by 
findings on protocol-specified screening with serum calcitonin or thyroid ultrasound. Hypoglycemia :In the 
eight clinical trials of at least 26 weeks duration, hypoglycemia requiring the assistance of another person for 
treatment occurred in 11 Victoza®-treated patients (2.3 cases per 1000 patient-years) and in two exenatide-
treated patients. Of these 11 Victoza®-treated patients, six patients were concomitantly using metformin 
and a sulfonylurea, one was concomitantly using a sulfonylurea, two were concomitantly using metformin 
(blood glucose values were 65 and 94 mg/dL) and two were using Victoza® as monotherapy (one of these 
patients was undergoing an intravenous glucose tolerance test and the other was receiving insulin as treat-
ment during a hospital stay). For these two patients on Victoza® monotherapy, the insulin treatment was the 
likely explanation for the hypoglycemia. In the 26-week open-label trial comparing Victoza® to sitagliptin, 
the incidence of hypoglycemic events defined as symptoms accompanied by a fingerstick glucose <56 mg/
dL was comparable among the treatment groups (approximately 5%).
Table 5: Incidence (%) and Rate (episodes/patient year) of Hypoglycemia in the 52-Week 
Monotherapy Trial and in the 26-Week Combination Therapy Trials

Victoza® Treatment Active Comparator Placebo Comparator
Monotherapy Victoza® (N = 497) Glimepiride (N = 248) None
Patient not able to self-treat 0 0 —
Patient able to self-treat 9.7 (0.24) 25.0 (1.66) —
Not classified 1.2 (0.03) 2.4 (0.04) —
Add-on to Metformin Victoza® + Metformin 

(N = 724)
Glimepiride + 

Metformin (N = 242)
Placebo + Metformin 

(N = 121)
Patient not able to self-treat 0.1 (0.001) 0 0
Patient able to self-treat 3.6 (0.05) 22.3 (0.87) 2.5 (0.06)
Add-on to Victoza® + 
Metformin

Insulin detemir + 
Victoza® + Metformin 

(N = 163)

Continued Victoza® 
+ Metformin alone 

(N = 158*)

None

Patient not able to self-treat 0 0 —
Patient able to self-treat 9.2 (0.29) 1.3 (0.03) —
Add-on to Glimepiride Victoza® + 

Glimepiride (N = 695)
Rosiglitazone + 

Glimepiride (N = 231)
Placebo + 

Glimepiride (N = 114)
Patient not able to self-treat 0.1 (0.003) 0 0
Patient able to self-treat 7.5 (0.38) 4.3 (0.12) 2.6 (0.17)
Not classified 0.9 (0.05) 0.9 (0.02) 0
Add-on to Metformin + 
Rosiglitazone

Victoza® + Metformin 
+ Rosiglitazone 

(N = 355)

 
None

Placebo + Metformin 
+ Rosiglitazone 

(N = 175)
Patient not able to self-treat 0 — 0
Patient able to self-treat 7.9 (0.49) — 4.6 (0.15)
Not classified 0.6 (0.01) — 1.1 (0.03)
Add-on to Metformin + 
Glimepiride

Victoza® + Metformin 
+ Glimepiride 

(N = 230)

Insulin glargine 
+ Metformin + 

Glimepiride (N = 232)

Placebo + Metformin 
+ Glimepiride 

(N = 114)
Patient not able to self-treat 2.2 (0.06) 0 0
Patient able to self-treat 27.4 (1.16) 28.9 (1.29) 16.7 (0.95)
Not classified 0 1.7 (0.04) 0

*One patient is an outlier and was excluded due to 25 hypoglycemic episodes that the patient was able to 
self-treat. This patient had a history of frequent hypoglycemia prior to the study.
In a pooled analysis of clinical trials, the incidence rate (per 1,000 patient-years) for malignant neoplasms 
(based on investigator-reported events, medical history, pathology reports, and surgical reports from both 
blinded and open-label study periods) was 10.9 for Victoza®, 6.3 for placebo, and 7.2 for active comparator. 
After excluding papillary thyroid carcinoma events [see Adverse Reactions], no particular cancer cell type 
predominated. Seven malignant neoplasm events were reported beyond 1 year of exposure to study medica-
tion, six events among Victoza®-treated patients (4 colon, 1 prostate and 1 nasopharyngeal), no events with 
placebo and one event with active comparator (colon). Causality has not been established. Laboratory 
Tests: In the five clinical trials of at least 26 weeks duration, mildly elevated serum bilirubin concentrations 
(elevations to no more than twice the upper limit of the reference range) occurred in 4.0% of Victoza®-treated 
patients, 2.1% of placebo-treated patients and 3.5% of active-comparator-treated patients. This finding was 
not accompanied by abnormalities in other liver tests. The significance of this isolated finding is unknown. 
Vital signs: Victoza® did not have adverse effects on blood pressure. Mean increases from baseline in 
heart rate of 2 to 3 beats per minute have been observed with Victoza® compared to placebo. The long-term 
clinical effects of the increase in pulse rate have not been established. Post-Marketing Experience: The 
following additional adverse reactions have been reported during post-approval use of Victoza®. Because 
these events are reported voluntarily from a population of uncertain size, it is generally not possible to reli-
ably estimate their frequency or establish a causal relationship to drug exposure: Dehydration resulting from 
nausea, vomiting and diarrhea; Increased serum creatinine, acute renal failure or worsening of chronic renal 
failure, sometimes requiring hemodialysis; Angioedema and anaphylactic reactions; Allergic reactions: rash 
and pruritus; Acute pancreatitis, hemorrhagic and necrotizing pancreatitis sometimes resulting in death.
OVERDOSAGE: Overdoses have been reported in clinical trials and post-marketing use of Victoza®. Effects 
have included severe nausea and severe vomiting. In the event of overdosage, appropriate supportive treat-
ment should be initiated according to the patient’s clinical signs and symptoms.
More detailed information is available upon request. 
For information about Victoza® contact: Novo Nordisk Inc., 800 Scudders Mill Road, Plainsboro, NJ 
08536, 1−877-484-2869
Date of Issue: April 16, 2013   
Version: 6
Manufactured by: Novo Nordisk A/S, DK-2880 Bagsvaerd, Denmark
Victoza® is covered by US Patent Nos. 6,268,343, 6,458,924, 7,235,627, 8,114,833 and other patents pending. 
Victoza® Pen is covered by US Patent Nos. 6,004,297, RE 43,834, RE 41,956 and other patents pending.
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Victoza® (liraglutide [rDNA origin] injection) 
Rx Only 
BRIEF SUMMARY. Please consult package insert for full prescribing information.

WARNING: RISK OF THYROID C-CELL TUMORS: Liraglutide causes dose-dependent and treatment-
duration-dependent thyroid C-cell tumors at clinically relevant exposures in both genders of rats and 
mice. It is unknown whether Victoza® causes thyroid C-cell tumors, including medullary thyroid carci-
noma (MTC), in humans, as human relevance could not be ruled out by clinical or nonclinical studies. 
Victoza® is contraindicated in patients with a personal or family history of MTC and in patients with 
Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Based on the findings in rodents, monitor-
ing with serum calcitonin or thyroid ultrasound was performed during clinical trials, but this may have 
increased the number of unnecessary thyroid surgeries. It is unknown whether monitoring with serum 
calcitonin or thyroid ultrasound will mitigate human risk of thyroid C-cell tumors. Patients should be 
counseled regarding the risk and symptoms of thyroid tumors [see Contraindications and Warnings 
and Precautions].

INDICATIONS AND USAGE: Victoza® is indicated as an adjunct to diet and exercise to improve glycemic 
control in adults with type 2 diabetes mellitus. Important Limitations of Use: Because of the uncertain 
relevance of the rodent thyroid C-cell tumor findings to humans, prescribe Victoza® only to patients for 
whom the potential benefits are considered to outweigh the potential risk. Victoza® is not recommended as 
first-line therapy for patients who have inadequate glycemic control on diet and exercise. Based on spon-
taneous postmarketing reports, acute pancreatitis, including fatal and non-fatal hemorrhagic or necrotizing 
pancreatitis has been observed in patients treated with Victoza®. Victoza® has not been studied in patients 
with a history of pancreatitis. It is unknown whether patients with a history of pancreatitis are at increased 
risk for pancreatitis while using Victoza®. Other antidiabetic therapies should be considered in patients with 
a history of pancreatitis. Victoza® is not a substitute for insulin. Victoza® should not be used in patients with 
type 1 diabetes mellitus or for the treatment of diabetic ketoacidosis, as it would not be effective in these 
settings. The concurrent use of Victoza® and prandial insulin has not been studied.
CONTRAINDICATIONS: Do not use in patients with a personal or family history of medullary thyroid car-
cinoma (MTC) or in patients with Multiple Endocrine Neoplasia syndrome type 2 (MEN 2). Do not use in 
patients with a prior serious hypersensitivity reaction to Victoza® or to any of the product components.
WARNINGS AND PRECAUTIONS: Risk of Thyroid C-cell Tumors: Liraglutide causes dose-dependent 
and treatment-duration-dependent thyroid C-cell tumors (adenomas and/or carcinomas) at clinically rele-
vant exposures in both genders of rats and mice. Malignant thyroid C-cell carcinomas were detected in rats 
and mice. A statistically significant increase in cancer was observed in rats receiving liraglutide at 8-times 
clinical exposure compared to controls. It is unknown whether Victoza® will cause thyroid C-cell tumors, 
including medullary thyroid carcinoma (MTC), in humans, as the human relevance of liraglutide-induced 
rodent thyroid C-cell tumors could not be determined by clinical or nonclinical studies. In the clinical trials, 
there have been 6 reported cases of thyroid C-cell hyperplasia among Victoza®-treated patients and 2 cases 
in comparator-treated patients (1.3 vs. 1.0 cases per 1000 patient-years). One comparator-treated patient 
with MTC had pre-treatment serum calcitonin concentrations >1000 ng/L suggesting pre-existing disease. 
All of these cases were diagnosed after thyroidectomy, which was prompted by abnormal results on routine, 
protocol-specified measurements of serum calcitonin. Five of the six Victoza®-treated patients had elevated 
calcitonin concentrations at baseline and throughout the trial. One Victoza® and one non-Victoza®-treated 
patient developed elevated calcitonin concentrations while on treatment. Calcitonin, a biological marker of 
MTC, was measured throughout the clinical development program. The serum calcitonin assay used in the 
Victoza® clinical trials had a lower limit of quantification (LLOQ) of 0.7 ng/L and the upper limit of the refer-
ence range was 5.0 ng/L for women and 8.4 ng/L for men. At Weeks 26 and 52 in the clinical trials, adjusted 
mean serum calcitonin concentrations were higher in Victoza®-treated patients compared to placebo-treated 
patients but not compared to patients receiving active comparator. At these timepoints, the adjusted mean 
serum calcitonin values (~1.0 ng/L) were just above the LLOQ with between-group differences in adjusted 
mean serum calcitonin values of approximately 0.1 ng/L or less. Among patients with pre-treatment serum 
calcitonin below the upper limit of the reference range, shifts to above the upper limit of the reference range 
which persisted in subsequent measurements occurred most frequently among patients treated with 
Victoza® 1.8 mg/day. In trials with on-treatment serum calcitonin measurements out to 5-6 months, 1.9% of 
patients treated with Victoza® 1.8 mg/day developed new and persistent calcitonin elevations above the 
upper limit of the reference range compared to 0.8-1.1% of patients treated with control medication or the 
0.6 and 1.2 mg doses of Victoza®. In trials with on-treatment serum calcitonin measurements out to 12 
months, 1.3% of patients treated with Victoza® 1.8 mg/day had new and persistent elevations of calcitonin 
from below or within the reference range to above the upper limit of the reference range, compared to 0.6%, 
0% and 1.0% of patients treated with Victoza® 1.2 mg, placebo and active control, respectively. Otherwise, 
Victoza® did not produce consistent dose-dependent or time-dependent increases in serum calcitonin. 
Patients with MTC usually have calcitonin values >50 ng/L. In Victoza® clinical trials, among patients with 
pre-treatment serum calcitonin <50 ng/L, one Victoza®-treated patient and no comparator-treated patients 
developed serum calcitonin >50 ng/L. The Victoza®-treated patient who developed serum calcitonin >50 
ng/L had an elevated pre-treatment serum calcitonin of 10.7 ng/L that increased to 30.7 ng/L at Week 12 and 
53.5 ng/L at the end of the 6-month trial. Follow-up serum calcitonin was 22.3 ng/L more than 2.5 years after 
the last dose of Victoza®. The largest increase in serum calcitonin in a comparator-treated patient was seen 
with glimepiride in a patient whose serum calcitonin increased from 19.3 ng/L at baseline to 44.8 ng/L at 
Week 65 and 38.1 ng/L at Week 104. Among patients who began with serum calcitonin <20 ng/L, calcitonin 
elevations to >20 ng/L occurred in 0.7% of Victoza®-treated patients, 0.3% of placebo-treated patients, and 
0.5% of active-comparator-treated patients, with an incidence of 1.1% among patients treated with 1.8 mg/
day of Victoza®. The clinical significance of these findings is unknown. Counsel patients regarding the risk 
for MTC and the symptoms of thyroid tumors (e.g. a mass in the neck, dysphagia, dyspnea or persistent 
hoarseness). It is unknown whether monitoring with serum calcitonin or thyroid ultrasound will mitigate the 
potential risk of MTC, and such monitoring may increase the risk of unnecessary procedures, due to low test 
specificity for serum calcitonin and a high background incidence of thyroid disease. Patients with thyroid 
nodules noted on physical examination or neck imaging obtained for other reasons should be referred to an 
endocrinologist for further evaluation. Although routine monitoring of serum calcitonin is of uncertain value 
in patients treated with Victoza®, if serum calcitonin is measured and found to be elevated, the patient should 
be referred to an endocrinologist for further evaluation. Pancreatitis: Based on spontaneous post-
marketing reports, acute pancreatitis, including fatal and non-fatal hemorrhagic or 
necrotizing pancreatitis, has been observed in patients treated with Victoza®. After initia-
tion of Victoza®, observe patients carefully for signs and symptoms of pancreatitis 
(including persistent severe abdominal pain, sometimes radiating to the back and which 
may or may not be accompanied by vomiting). If pancreatitis is suspected, Victoza® should 
promptly be discontinued and appropriate management should be initiated. If pancreatitis 
is confirmed, Victoza® should not be restarted. Consider antidiabetic therapies other than 
Victoza® in patients with a history of pancreatitis. In clinical trials of Victoza®, there have been 13 
cases of pancreatitis among Victoza®-treated patients and 1 case in a comparator (glimepiride) treated 
patient (2.7 vs. 0.5 cases per 1000 patient-years). Nine of the 13 cases with Victoza® were reported as acute 
pancreatitis and four were reported as chronic pancreatitis. In one case in a Victoza®-treated patient, pancre-
atitis, with necrosis, was observed and led to death; however clinical causality could not be established. 
Some patients had other risk factors for pancreatitis, such as a history of cholelithiasis or alcohol abuse. Use 
with Medications Known to Cause Hypoglycemia: Patients receiving Victoza® in combination with 
an insulin secretagogue (e.g., sulfonylurea) or insulin may have an increased risk of hypoglycemia. The risk 
of hypoglycemia may be lowered by a reduction in the dose of sulfonylurea (or other concomitantly admin-
istered insulin secretagogues) or insulin  Renal Impairment: Victoza® has not been found to be directly 
nephrotoxic in animal studies or clinical trials. There have been postmarketing reports of acute renal failure 
and worsening of chronic renal failure, which may sometimes require hemodialysis in Victoza®-treated 
patients. Some of these events were reported in patients without known underlying renal disease. A majority 
of the reported events occurred in patients who had experienced nausea, vomiting, diarrhea, or dehydration. 
Some of the reported events occurred in patients receiving one or more medications known to affect renal 
function or hydration status. Altered renal function has been reversed in many of the reported cases with 
supportive treatment and discontinuation of potentially causative agents, including Victoza®. Use caution 
when initiating or escalating doses of Victoza® in patients with renal impairment. Hypersensitivity Reac-
tions: There have been postmarketing reports of serious hypersensitivity reactions (e.g., anaphylactic 
reactions and angioedema) in patients treated with Victoza®. If a hypersensitivity reaction occurs, the patient 
should discontinue Victoza® and other suspect medications and promptly seek medical advice.  Angio-
edema has also been reported with other GLP-1 receptor agonists. Use caution in a patient with a history of 
angioedema with another GLP-1 receptor agonist because it is unknown whether such patients will be pre-
disposed to angioedema with Victoza®. Macrovascular Outcomes: There have been no clinical studies 
establishing conclusive evidence of macrovascular risk reduction with Victoza® or any other antidiabetic 
drug.
ADVERSE REACTIONS: Clinical Trials Experience: Because clinical trials are conducted under widely 
varying conditions, adverse reaction rates observed in the clinical trials of a drug cannot be directly com-
pared to rates in the clinical trials of another drug and may not reflect the rates observed in practice. The 
safety of Victoza® has been evaluated in 8 clinical trials: A double-blind 52-week monotherapy trial com-
pared Victoza® 1.2 mg daily, Victoza® 1.8 mg daily, and glimepiride 8 mg daily; A double-blind 26 week 
add-on to metformin trial compared Victoza® 0.6 mg once-daily, Victoza® 1.2 mg once-daily, Victoza® 1.8 

mg once-daily, placebo, and glimepiride 4 mg once-daily; A double-blind 26 week add-on to glimepiride 
trial compared Victoza® 0.6 mg daily, Victoza® 1.2 mg once-daily, Victoza® 1.8 mg once-daily, placebo, and 
rosiglitazone 4 mg once-daily; A 26 week add-on to metformin + glimepiride trial, compared double-blind 
Victoza® 1.8 mg once-daily, double-blind placebo, and open-label insulin glargine once-daily; A double-
blind 26-week add-on to metformin + rosiglitazone trial compared Victoza® 1.2 mg once-daily, Victoza® 1.8 
mg once-daily and placebo; An open-label 26-week add-on to metformin and/or sulfonylurea trial com-
pared Victoza® 1.8 mg once-daily and exenatide 10 mcg twice-daily; An open-label 26-week add-on to 
metformin trial compared Victoza® 1.2 mg once-daily, Victoza® 1.8 mg once-daily, and sitagliptin 100 mg 
once-daily; An open-label 26-week trial compared insulin detemir as add-on to Victoza® 1.8 mg + metformin 
to continued treatment with Victoza® + metformin alone. Withdrawals: The incidence of withdrawal due to 
adverse events was 7.8% for Victoza®-treated patients and 3.4% for comparator-treated patients in the five 
double-blind controlled trials of 26 weeks duration or longer. This difference was driven by withdrawals 
due to gastrointestinal adverse reactions, which occurred in 5.0% of Victoza®-treated patients and 0.5% 
of comparator-treated patients. In these five trials, the most common adverse reactions leading to with-
drawal for Victoza®-treated patients were nausea (2.8% versus 0% for comparator) and vomiting (1.5% 
versus 0.1% for comparator). Withdrawal due to gastrointestinal adverse events mainly occurred during 
the first 2-3 months of the trials. Common adverse reactions: Tables 1, 2, 3 and 4 summarize common 
adverse reactions (hypoglycemia is discussed separately) reported in seven of the eight controlled trials 
of 26 weeks duration or longer. Most of these adverse reactions were gastrointestinal in nature. In the five 
double-blind clinical trials of 26 weeks duration or longer, gastrointestinal adverse reactions were reported 
in 41% of Victoza®-treated patients and were dose-related. Gastrointestinal adverse reactions occurred in 
17% of comparator-treated patients. Common adverse reactions that occurred at a higher incidence among 
Victoza®-treated patients included nausea, vomiting, diarrhea, dyspepsia and constipation. In the five dou-
ble-blind and three open-label clinical trials of 26 weeks duration or longer, the percentage of patients who 
reported nausea declined over time. In the five double-blind trials approximately 13% of Victoza®-treated 
patients and 2% of comparator-treated patients reported nausea during the first 2 weeks of treatment. In the 
26-week open-label trial comparing Victoza® to exenatide, both in combination with metformin and/or sulfo-
nylurea, gastrointestinal adverse reactions were reported at a similar incidence in the Victoza® and exenatide 
treatment groups (Table 3). In the 26-week open-label trial comparing Victoza® 1.2 mg, Victoza® 1.8 mg and 
sitagliptin 100 mg, all in combination with metformin, gastrointestinal adverse reactions were reported at a 
higher incidence with Victoza® than sitagliptin (Table 4). In the remaining 26-week trial, all patients received 
Victoza® 1.8 mg + metformin during a 12-week run-in period. During the run-in period, 167 patients (17% 
of enrolled total) withdrew from the trial: 76 (46% of withdrawals) of these patients doing so because of 
gastrointestinal adverse reactions and 15 (9% of withdrawals) doing so due to other adverse events. Only 
those patients who completed the run-in period with inadequate glycemic control were randomized to 26 
weeks of add-on therapy with insulin detemir or continued, unchanged treatment with Victoza® 1.8 mg + 
metformin. During this randomized 26-week period, diarrhea was the only adverse reaction reported in ≥5% 
of patients treated with Victoza® 1.8 mg + metformin + insulin detemir (11.7%) and greater than in patients 
treated with Victoza® 1.8 mg and metformin alone (6.9%).
Table 1: Adverse reactions reported in ≥5% of Victoza®-treated patients in a 
52-week monotherapy trial

All Victoza®  N = 497 Glimepiride  N = 248
Adverse Reaction (%) (%)
Nausea 28.4 8.5
Diarrhea 17.1 8.9
Vomiting 10.9 3.6
Constipation 9.9 4.8
Headache 9.1 9.3

Table 2: Adverse reactions reported in ≥5% of Victoza®-treated patients and occurring 
more frequently with Victoza® compared to placebo: 26-week combination therapy trials

Add-on to Metformin Trial
All Victoza® + Metformin  

N = 724
Placebo + Metformin  

N = 121
Glimepiride + Metformin  

N = 242
Adverse Reaction (%) (%) (%)
Nausea 15.2 4.1 3.3
Diarrhea 10.9 4.1 3.7
Headache 9.0 6.6 9.5
Vomiting 6.5 0.8 0.4

Add-on to Glimepiride Trial
All Victoza® + 

Glimepiride  N = 695
Placebo + Glimepiride  

N = 114
Rosiglitazone + 

Glimepiride  N = 231
Adverse Reaction (%) (%) (%)
Nausea 7.5 1.8 2.6
Diarrhea 7.2 1.8 2.2
Constipation 5.3 0.9 1.7
Dyspepsia 5.2 0.9 2.6

Add-on to Metformin + Glimepiride
Victoza® 1.8 + Metformin 
+ Glimepiride  N = 230

Placebo + Metformin + 
Glimepiride  N = 114

Glargine + Metformin + 
Glimepiride  N = 232

Adverse Reaction (%) (%) (%)
Nausea 13.9 3.5 1.3
Diarrhea 10.0 5.3 1.3
Headache 9.6 7.9 5.6
Dyspepsia 6.5 0.9 1.7
Vomiting 6.5 3.5 0.4

Add-on to Metformin + Rosiglitazone
All Victoza® + Metformin + 

Rosiglitazone  N = 355
Placebo + Metformin + Rosiglitazone  

N = 175
Adverse Reaction (%) (%)
Nausea 34.6 8.6
Diarrhea 14.1 6.3
Vomiting 12.4 2.9
Headache 8.2 4.6
Constipation 5.1 1.1

Table 3: Adverse Reactions reported in ≥5% of Victoza®-treated patients in 
a 26-Week Open-Label Trial versus Exenatide

Victoza® 1.8 mg once daily + 
metformin and/or sulfonylurea  

N = 235

Exenatide 10 mcg twice daily + 
metformin and/or sulfonylurea  

N = 232
Adverse Reaction (%) (%)
Nausea 25.5 28.0
Diarrhea 12.3 12.1
Headache 8.9 10.3
Dyspepsia 8.9 4.7
Vomiting 6.0 9.9
Constipation 5.1 2.6

Table 4: Adverse Reactions in ≥5% of Victoza®-treated patients in a 
26-Week Open-Label Trial versus Sitagliptin

All Victoza® + metformin   
N = 439

Sitagliptin 100 mg/day + 
metformin  N = 219

Adverse Reaction (%) (%)
Nausea 23.9 4.6
Headache 10.3 10.0
Diarrhea 9.3 4.6
Vomiting 8.7 4.1

Immunogenicity: Consistent with the potentially immunogenic properties of protein and peptide pharma-
ceuticals, patients treated with Victoza® may develop anti-liraglutide antibodies. Approximately 50-70% of 
Victoza®-treated patients in the five double-blind clinical trials of 26 weeks duration or longer were tested for 
the presence of anti-liraglutide antibodies at the end of treatment. Low titers (concentrations not requiring 
dilution of serum) of anti-liraglutide antibodies were detected in 8.6% of these Victoza®-treated patients. 
Sampling was not performed uniformly across all patients in the clinical trials, and this may have resulted 
in an underestimate of the actual percentage of patients who developed antibodies. Cross-reacting anti-
liraglutide antibodies to native glucagon-like peptide-1 (GLP-1) occurred in 6.9% of the Victoza®-treated 
patients in the double-blind 52-week monotherapy trial and in 4.8% of the Victoza®-treated patients in the 
double-blind 26-week add-on combination therapy trials. These cross-reacting antibodies were not tested 

for neutralizing effect against native GLP-1, and thus the potential for clinically significant neutralization 
of native GLP-1 was not assessed. Antibodies that had a neutralizing effect on liraglutide in an in vitro 
assay occurred in 2.3% of the Victoza®-treated patients in the double-blind 52-week monotherapy trial and 
in 1.0% of the Victoza®-treated patients in the double-blind 26-week add-on combination therapy trials. 
Among Victoza®-treated patients who developed anti-liraglutide antibodies, the most common category 
of adverse events was that of infections, which occurred among 40% of these patients compared to 36%, 
34% and 35% of antibody-negative Victoza®-treated, placebo-treated and active-control-treated patients, 
respectively. The specific infections which occurred with greater frequency among Victoza®-treated anti-
body-positive patients were primarily nonserious upper respiratory tract infections, which occurred among 
11% of Victoza®-treated antibody-positive patients; and among 7%, 7% and 5% of antibody-negative 
Victoza®-treated, placebo-treated and active-control-treated patients, respectively. Among Victoza®-treated 
antibody-negative patients, the most common category of adverse events was that of gastrointestinal 
events, which occurred in 43%, 18% and 19% of antibody-negative Victoza®-treated, placebo-treated and 
active-control-treated patients, respectively. Antibody formation was not associated with reduced efficacy of 
Victoza® when comparing mean HbA1c of all antibody-positive and all antibody-negative patients. However, 
the 3 patients with the highest titers of anti-liraglutide antibodies had no reduction in HbA1c with Victoza® 
treatment. In the five double-blind clinical trials of Victoza®, events from a composite of adverse events 
potentially related to immunogenicity (e.g. urticaria, angioedema) occurred among 0.8% of Victoza®-treated 
patients and among 0.4% of comparator-treated patients. Urticaria accounted for approximately one-half of 
the events in this composite for Victoza®-treated patients. Patients who developed anti-liraglutide antibodies 
were not more likely to develop events from the immunogenicity events composite than were patients who 
did not develop anti-liraglutide antibodies. Injection site reactions: Injection site reactions (e.g., injection 
site rash, erythema) were reported in approximately 2% of Victoza®-treated patients in the five double-blind 
clinical trials of at least 26 weeks duration. Less than 0.2% of Victoza®-treated patients discontinued due 
to injection site reactions. Papillary thyroid carcinoma: In clinical trials of Victoza®, there were 7 reported 
cases of papillary thyroid carcinoma in patients treated with Victoza® and 1 case in a comparator-treated 
patient (1.5 vs. 0.5 cases per 1000 patient-years). Most of these papillary thyroid carcinomas were <1 cm 
in greatest diameter and were diagnosed in surgical pathology specimens after thyroidectomy prompted by 
findings on protocol-specified screening with serum calcitonin or thyroid ultrasound. Hypoglycemia :In the 
eight clinical trials of at least 26 weeks duration, hypoglycemia requiring the assistance of another person for 
treatment occurred in 11 Victoza®-treated patients (2.3 cases per 1000 patient-years) and in two exenatide-
treated patients. Of these 11 Victoza®-treated patients, six patients were concomitantly using metformin 
and a sulfonylurea, one was concomitantly using a sulfonylurea, two were concomitantly using metformin 
(blood glucose values were 65 and 94 mg/dL) and two were using Victoza® as monotherapy (one of these 
patients was undergoing an intravenous glucose tolerance test and the other was receiving insulin as treat-
ment during a hospital stay). For these two patients on Victoza® monotherapy, the insulin treatment was the 
likely explanation for the hypoglycemia. In the 26-week open-label trial comparing Victoza® to sitagliptin, 
the incidence of hypoglycemic events defined as symptoms accompanied by a fingerstick glucose <56 mg/
dL was comparable among the treatment groups (approximately 5%).
Table 5: Incidence (%) and Rate (episodes/patient year) of Hypoglycemia in the 52-Week 
Monotherapy Trial and in the 26-Week Combination Therapy Trials

Victoza® Treatment Active Comparator Placebo Comparator
Monotherapy Victoza® (N = 497) Glimepiride (N = 248) None
Patient not able to self-treat 0 0 —
Patient able to self-treat 9.7 (0.24) 25.0 (1.66) —
Not classified 1.2 (0.03) 2.4 (0.04) —
Add-on to Metformin Victoza® + Metformin 

(N = 724)
Glimepiride + 

Metformin (N = 242)
Placebo + Metformin 

(N = 121)
Patient not able to self-treat 0.1 (0.001) 0 0
Patient able to self-treat 3.6 (0.05) 22.3 (0.87) 2.5 (0.06)
Add-on to Victoza® + 
Metformin

Insulin detemir + 
Victoza® + Metformin 

(N = 163)

Continued Victoza® 
+ Metformin alone 

(N = 158*)

None

Patient not able to self-treat 0 0 —
Patient able to self-treat 9.2 (0.29) 1.3 (0.03) —
Add-on to Glimepiride Victoza® + 

Glimepiride (N = 695)
Rosiglitazone + 

Glimepiride (N = 231)
Placebo + 

Glimepiride (N = 114)
Patient not able to self-treat 0.1 (0.003) 0 0
Patient able to self-treat 7.5 (0.38) 4.3 (0.12) 2.6 (0.17)
Not classified 0.9 (0.05) 0.9 (0.02) 0
Add-on to Metformin + 
Rosiglitazone

Victoza® + Metformin 
+ Rosiglitazone 

(N = 355)

 
None

Placebo + Metformin 
+ Rosiglitazone 

(N = 175)
Patient not able to self-treat 0 — 0
Patient able to self-treat 7.9 (0.49) — 4.6 (0.15)
Not classified 0.6 (0.01) — 1.1 (0.03)
Add-on to Metformin + 
Glimepiride

Victoza® + Metformin 
+ Glimepiride 

(N = 230)

Insulin glargine 
+ Metformin + 

Glimepiride (N = 232)

Placebo + Metformin 
+ Glimepiride 

(N = 114)
Patient not able to self-treat 2.2 (0.06) 0 0
Patient able to self-treat 27.4 (1.16) 28.9 (1.29) 16.7 (0.95)
Not classified 0 1.7 (0.04) 0

*One patient is an outlier and was excluded due to 25 hypoglycemic episodes that the patient was able to 
self-treat. This patient had a history of frequent hypoglycemia prior to the study.
In a pooled analysis of clinical trials, the incidence rate (per 1,000 patient-years) for malignant neoplasms 
(based on investigator-reported events, medical history, pathology reports, and surgical reports from both 
blinded and open-label study periods) was 10.9 for Victoza®, 6.3 for placebo, and 7.2 for active comparator. 
After excluding papillary thyroid carcinoma events [see Adverse Reactions], no particular cancer cell type 
predominated. Seven malignant neoplasm events were reported beyond 1 year of exposure to study medica-
tion, six events among Victoza®-treated patients (4 colon, 1 prostate and 1 nasopharyngeal), no events with 
placebo and one event with active comparator (colon). Causality has not been established. Laboratory 
Tests: In the five clinical trials of at least 26 weeks duration, mildly elevated serum bilirubin concentrations 
(elevations to no more than twice the upper limit of the reference range) occurred in 4.0% of Victoza®-treated 
patients, 2.1% of placebo-treated patients and 3.5% of active-comparator-treated patients. This finding was 
not accompanied by abnormalities in other liver tests. The significance of this isolated finding is unknown. 
Vital signs: Victoza® did not have adverse effects on blood pressure. Mean increases from baseline in 
heart rate of 2 to 3 beats per minute have been observed with Victoza® compared to placebo. The long-term 
clinical effects of the increase in pulse rate have not been established. Post-Marketing Experience: The 
following additional adverse reactions have been reported during post-approval use of Victoza®. Because 
these events are reported voluntarily from a population of uncertain size, it is generally not possible to reli-
ably estimate their frequency or establish a causal relationship to drug exposure: Dehydration resulting from 
nausea, vomiting and diarrhea; Increased serum creatinine, acute renal failure or worsening of chronic renal 
failure, sometimes requiring hemodialysis; Angioedema and anaphylactic reactions; Allergic reactions: rash 
and pruritus; Acute pancreatitis, hemorrhagic and necrotizing pancreatitis sometimes resulting in death.
OVERDOSAGE: Overdoses have been reported in clinical trials and post-marketing use of Victoza®. Effects 
have included severe nausea and severe vomiting. In the event of overdosage, appropriate supportive treat-
ment should be initiated according to the patient’s clinical signs and symptoms.
More detailed information is available upon request. 
For information about Victoza® contact: Novo Nordisk Inc., 800 Scudders Mill Road, Plainsboro, NJ 
08536, 1−877-484-2869
Date of Issue: April 16, 2013   
Version: 6
Manufactured by: Novo Nordisk A/S, DK-2880 Bagsvaerd, Denmark
Victoza® is covered by US Patent Nos. 6,268,343, 6,458,924, 7,235,627, 8,114,833 and other patents pending. 
Victoza® Pen is covered by US Patent Nos. 6,004,297, RE 43,834, RE 41,956 and other patents pending.
© 2010-2013 Novo Nordisk      0513-00015682-1      5/2013
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Indications and Usage
Victoza® (liraglutide [rDNA origin] injection) is indicated as an adjunct 
to diet and exercise to improve glycemic control in adults with type 2 
diabetes mellitus.
Because of the uncertain relevance of the rodent thyroid C-cell tumor fi ndings to 
humans, prescribe Victoza® only to patients for whom the potential benefi ts are 
considered to outweigh the potential risk. Victoza® is not recommended as fi rst-
line therapy for patients who have inadequate glycemic control on diet 
and exercise.
Based on spontaneous postmarketing reports, acute pancreatitis, including fatal 
and non-fatal hemorrhagic or necrotizing pancreatitis has been observed in 
patients treated with Victoza®. Victoza® has not been studied in patients with a 
history of pancreatitis. It is unknown whether patients with a history of pancreatitis 
are at increased risk for pancreatitis while using Victoza®. Other antidiabetic 
therapies should be considered in patients with a history of pancreatitis.
Victoza® is not a substitute for insulin. Victoza® should not be used in patients 
with type 1 diabetes mellitus or for the treatment of diabetic ketoacidosis, as it 
would not be effective in these settings.
Victoza® has not been studied in combination with prandial insulin.

Important Safety Information
Liraglutide causes dose-dependent and treatment-duration-dependent 
thyroid C-cell tumors at clinically relevant exposures in both genders of 
rats and mice. It is unknown whether Victoza® causes thyroid C-cell 
tumors, including medullary thyroid carcinoma (MTC), in humans, as 
human relevance could not be ruled out by clinical or nonclinical studies. 
Victoza® is contraindicated in patients with a personal or family history of 
MTC and in patients with Multiple Endocrine Neoplasia syndrome type 2 
(MEN 2). Based on the fi ndings in rodents, monitoring with serum calcitonin 
or thyroid ultrasound was performed during clinical trials, but this may 
have increased the number of unnecessary thyroid surgeries. It is unknown 
whether monitoring with serum calcitonin or thyroid ultrasound will 
mitigate human risk of thyroid C-cell tumors. Patients should be counseled 
regarding the risk and symptoms of thyroid tumors.
Do not use in patients with a prior serious hypersensitivity reaction to Victoza® or 
to any of the product components.
Postmarketing reports, including fatal and non-fatal hemorrhagic or necrotizing 
pancreatitis. Discontinue promptly if pancreatitis is suspected. Do not restart if 

pancreatitis is confi rmed. Consider other antidiabetic therapies in patients with a 
history of pancreatitis.
When Victoza® is used with an insulin secretagogue (e.g. a sulfonylurea) or 
insulin serious hypoglycemia can occur. Consider lowering the dose of the insulin 
secretagogue or insulin to reduce the risk of hypoglycemia.
Renal impairment has been reported postmarketing, usually in association with 
nausea, vomiting, diarrhea, or dehydration which may sometimes require 
hemodialysis. Use caution when initiating or escalating doses of Victoza® in 
patients with renal impairment.
Serious hypersensitivity reactions (e.g. anaphylaxis and angioedema) have been 
reported during postmarketing use of Victoza®. If symptoms of hypersensitivity 
reactions occur, patients must stop taking Victoza® and seek medical advice 
promptly.
There have been no studies establishing conclusive evidence of macrovascular risk 
reduction with Victoza® or any other antidiabetic drug.
The most common adverse reactions, reported in ≥5% of patients treated with 
Victoza® and more commonly than in patients treated with placebo, are headache, 
nausea, diarrhea, dyspepsia, constipation and anti-liraglutide antibody formation. 
Immunogenicity-related events, including urticaria, were more common among 
Victoza®-treated patients (0.8%) than among comparator-treated patients (0.4%) 
in clinical trials.
Victoza® has not been studied in type 2 diabetes patients below 18 years of age 
and is not recommended for use in pediatric patients.
There is limited data in patients with renal or hepatic impairment. 
In a 52-week monotherapy study (n=745) with a 52-week extension, the adverse 
reactions reported in ≥ 5% of patients treated with Victoza® 1.8 mg, Victoza® 1.2 mg, 
or glimepiride were constipation (11.8%, 8.4%, and 4.8%), diarrhea (19.5%, 
17.5%, and 9.3%), fl atulence (5.3%, 1.6%, and 2.0%), nausea (30.5%, 28.7%, and 
8.5%), vomiting (10.2%, 13.1%, and 4.0%), fatigue (5.3%, 3.2%, and 3.6%), 
bronchitis (3.7%, 6.0%, and 4.4%), infl uenza (11.0%, 9.2%, and 8.5%), 
nasopharyngitis (6.5%, 9.2%, and 7.3%), sinusitis (7.3%, 8.4%, and 7.3%), upper 
respiratory tract infection (13.4%, 14.3%, and 8.9%), urinary tract infection (6.1%, 
10.4%, and 5.2%), arthralgia (2.4%, 4.4%, and 6.0%), back pain (7.3%, 7.2%, and 
6.9%), pain in extremity (6.1%, 3.6%, and 3.2%), dizziness (7.7%, 5.2%, and 
5.2%), headache (7.3%, 11.2%, and 9.3%), depression (5.7%, 3.2%, and 2.0%), 
cough (5.7%, 2.0%, and 4.4%), and hypertension (4.5%, 5.6%, and 6.9%). 

Please see brief summary of Prescribing Information on adjacent page.

Victoza®—a force for change in 
type 2 diabetes.

Weight loss 
up to 5.5 lba,b

Low rate of 
hypoglycemiac

Reductions 
up to -1.1%a

A change with powerful, long-lasting benefi ts

a1.8 mg dose when used alone for 52 weeks. 
bVictoza® is not indicated for the management of obesity. Weight change was a secondary end point in clinical trials. 
cIn the 8 clinical trials of at least 26 weeks’ duration, hypoglycemia requiring the assistance of another person for treatment occurred in 11 Victoza®-treated patients.

A 52-week, double-blind, double-dummy, active-controlled, parallel-group, multicenter study. Patients with 
type 2 diabetes (N=745) were randomized to receive once-daily Victoza® 1.2 mg (n=251), Victoza® 1.8 mg 
(n=246), or glimepiride 8 mg (n=248). The primary outcome was change in A1C after 52 weeks.
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