
www.ajpblive.com	 	 Vol. 2, No. 7  •  The American Journal of Pharmacy Benefits    403

The Pharm
acy &

 Therapeutics Society

Diabetes: The Next Chapter

Edmund Pezalla, MD, MPH
National Medical Director for Pharmacy Policy and Strategy, Aetna
President Emeritus, The Pharmacy and Therapeutics Society

Morbidity and mortality from type 2 diabetes 

continue to increase in the United States and 

worldwide.1 Increasing prevalence is corre-

lated with age, obesity, and sedentary lifestyles. Diabetes 

increases risk for both macrovascular and microvascular 

diseases such as renal failure, neuropathy, and coronary 

artery disease (CAD). Of great concern is the huge risk 

for mortality from CAD.2 Persons with diabetes not only 

are at greater risk for CAD than nondiabetic persons, but 

also are at higher risk for dying from the disease.

According to the National Committee for Quality As-

surance 2010 annual report, some progress has been 

made in managing glycosylated hemoglobin (A1C), but 

there are no data to suggest that this better management 

has translated into an appreciable decline in CAD mor-

bidity or mortality.3

The problem is multifactorial. The incidence of dia-

betes is increasing. Morbidity and mortality remain high. 

Solutions have been difficult to develop.

Prevention or delay of development of diabetes has 

been recognized as a public health priority.4 However, 

effective population wide lifestyle modification programs 

are difficult to provide. Policy solutions are either indirect 

(eg, provision of more playgrounds) and therefore only 

partially effective, or direct but unpopular (eg, junk food 

tax). Employer and health plan solutions have had some 

success, but only on a small scale, and these solutions are 

not available to most consumers.

Pharmaceutical manufacturers have attempted to im-

prove the situation by developing new drugs for weight 

loss or control, but have met with little success and some 

high-profile failures. Additionally, no drugs have been de-

veloped that clearly show preservation of beta cell func-

tion or reduction in insulin intolerance. This inability to 

impact 2 of the known biologic mechanisms in diabetes 

has meant that we have been unable to develop a clear 

strategy for treating prediabetes except to promote weight 

loss and exercise.

Cardiovascular disease remains the single greatest 

cause of mortality in people with diabetes. In spite of 

therapies to reduce blood pressure and cholesterol, and 

attempts to control blood sugar as measured by A1C, dia-

betic patients are 2 to 4 times as likely to die from CAD 

than similar nondiabetic patients.5 Joint American Diabe-

tes Association and American Heart Association guidelines 

recognize the need for specific treatments of lipid disorder 

and hypertension.6 These guidelines make specific recom-

mendations for monitoring and treating these disorders, 

but the therapies clearly are not as effective in the diabetic 

population as they are in the general population.

Reduction in A1C has been associated with a reduction 

in CVD morbidity and mortality. However, hypoglycemia 

remains a serious barrier to tight control. In addition, 

many of the available medications provide limited reduc-

tion in A1C and are not sufficient alone or in combination 

to get all patients to goal. Even patients who reach a goal 

A1C of <7% continue to have a high rate of CVD.

Recent setbacks in pharmacologic therapy include the 

Food and Drug Administration (FDA) rejection of the New 

Drug Application for extended-release exenatide (Amy-

lin’s once-weekly Byetta) and FDA-imposed restrictions 

on the use of rosiglitazone. New drug introductions in all 

areas including diabetes, weight loss, and primary pre-

vention of cardiovascular disease have been declining for 

decades.7 

Compounding this decline in effective new therapies 

is a lack of clear guidelines for the use of existing tech-

nologies, tools, and pharmaceuticals. Existing practice 

guidelines, although thoughtful, have proved to be over-

ly broad. The guidelines have been based on the best 
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available evidence, but we lack direct evidence that use 

of the guidelines will result in better outcomes.

Reorganization of our approach to diabetes is both 

necessary and possible. Although we cannot rely on 

pharmaceuticals alone, the failure of recent programs for 

glycemic control and weight loss may still result in dis-

covery of new evidence regarding the biology and bio-

chemistry of the disease and a deeper understanding of 

human neuroendocrine regulatory functions. 

Development of specific treatment protocols similar to 

those for childhood leukemia and registry of patients will 

provide an opportunity to evaluate treatment strategies 

and allow us to make better use of existing tools and 

resources. Early detection and treatment are important, as 

evidenced by the United Kingdom Prospective Diabetes 

Study follow-up study.5

Adherence will remain an important issue. New de-

velopments in digital devices and the expansion of social 

networks hold the promise of empowering consumers to 

develop their own approaches to disease management. 

Collaborations between payers, pharmaceutical firms, 

and consumer groups will further this agenda.8

The federal government has launched significant pub-

lic health efforts including educational campaigns. The 

Centers for Disease Control and Prevention–sponsored 

campaign Managing Diabetes: It’s Not Easy But It’s Worth 

It provides education, public service announcements, and 

other materials for consumers, doctors, pharmacists, and 

other healthcare practitioners. This campaign stresses the 

need for early detection, continued monitoring, and adher-

ence to recommended drug, diet, and exercise regimens.4

To support these public health efforts, we need to de-

velop systems for monitoring outcomes, including mor-

bidity and mortality, on a national basis. The Centers for 

Disease Control and Prevention continue to move ahead 

in this area.4

In summary, diabetes will continue to be a serious pub-

lic health problem. Although our current approach has not 

made major inroads with respect to long-term outcomes 

for the diabetic population, we have the tools to make an 

impact on the incidence of the disease, as well as improve 

secondary prevention of cardiovascular mortality. 
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