
EVALUATING A PROBLEM-BASED EMPOWERMENT PROGRAM FOR AFRICAN AMERICANS

WITH DIABETES: RESULTS OF A RANDOMIZED CONTROLLED TRIAL

Objective: The objective of this study was to

evaluate the impact of a problem-based

empowerment patient education program

specifically tailored for urban African Amer-

icans with type 2 diabetes.

Research Design and Methods: The study

used a randomized controlled trial (RCT) pre-

test/post-test design with repeated measures.

Patients were randomly assigned to either a six-

week intervention group or a six-week wait-

listed control group. After completing the six

sessions, patients were invited to participate in

one of two follow-up conditions; attend

a monthly support group or receive a monthly

phone call from a nurse. Assessment measures

included HbA1C, lipids, blood pressure,

weight, self-management behavior and psy-

chosocial adaptation.

Results: Both control and intervention patients

showed a broad array of small-to-modest

positive changes during the six-week RCT.

These gains were maintained or improved

upon during the one-year follow-up period.

For patients in the two follow-up conditions,

a positive correlation was seen between the

number of follow-up contacts and their one-

year HbA1C values.

Conclusions: We believe that results of this

study can be attributed to volunteer bias, study

effects (ie, providing study data on several

occasions to patients and their physicians

during the one-year study period), and impact

of the interventions. However, the study

design does not allow us to examine the

relative impact of these three factors on the

patient improvements seen over the one-year

study period. (Ethn Dis. 2005;15:671–678)
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INTRODUCTION

Diabetes in African Americans
African Americans are two times

more likely to have diabetes than their

Caucasian counterparts. Approximately

2.7 million African Americans are di-

agnosed with diabetes.1 One in four

African-American women age 55 and

older has diabetes.2 Compared to Cau-

casian Americans, African Americans

suffer greater diabetes-related complica-

tions with a higher incidence of kidney

failure and eye disease.3–5 Despite the

importance of achieving tight glycemic

control for improving long-term health

outcomes, some studies have found

African Americans with diabetes to

exhibit poorer glycemic control than

their Caucasian counterparts.6,7 African

Americans with diabetes are therefore

prime candidates for participation in

effective self-management interventions.

Recent meta-analyses have found

self-management interventions to have

a positive impact on diabetes-related

health outcomes, specifically increasing

diabetes-related knowledge and improv-

ing blood glucose monitoring, dietary

habits, and glycemic control.8–11

Among people with type 2 diabetes,

however, gains are usually lost by six

months without follow-up or on-going

self-management support.9 Self-man-

agement interventions specifically tar-

geting African-American patients have

also yielded promising findings.12–15

All of the effective interventions had

behavior change as their goal and

incorporated and emphasized behavioral

strategies, rather than a traditional di-

dactic approach. Effective educational

strategies included the use of focus

groups,16 ethnic food recipes, and

curricula and handouts that had been

modified or developed to meet the

specific needs of the target population.17

Behavioral strategies shown to be effec-

tive included goal setting, controlling/

avoiding triggers to eat, and portion-

control and self-monitoring.17 This

study examines the impact of a prob-

lem-based empowerment intervention

for African Americans with diabetes.

RESEARCH DESIGN AND
METHODS

Study Design
The study used a randomized con-

trol group pre-test/post-test design with

repeated measures (see Figure 1). Pa-

tients were randomly assigned to either

the intervention group or the wait-listed

control group. Baseline data were col-

lected from both groups at enrollment.

For the intervention group, baseline

data served as the pre-test measure; for

the control group, the data collected at

the end of the six-week control period

also served as the pre-test data for their

subsequent participation in the six

weekly group sessions.
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All of the effective

interventions had behavior

change as their goal and

incorporated and emphasized

behavioral strategies, rather

than a traditional didactic

approach.
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The intervention consisted of six

weekly two-hour group sessions. Patients

assigned to the six-week intervention

group participated in the six weekly

sessions immediately after the collection

of baseline data. Patients assigned to the

control group participated in the six

weekly sessions immediately after the six-

week control period. After their six weeks

of sessions all patients were offered the

opportunity to join a monthly support

group or receive a monthly phone call.

Data were collected at baseline and

after the six-week group sessions, after

the six-week control period, at six

months, and at one year. Patients

received a $50 cash stipend for com-

pleting the six-month and one-year

study assessments.

Recruitment
The program was designed and

marketed as a culturally specific pro-

gram focused on the concerns and

issues of urban African Americans with

diabetes living in the metropolitan

Detroit area. The city of Detroit has

an estimated 50,000 citizens with di-

abetes. Recruitment strategies included

displaying posters in community orga-

nizations with which we have collabo-

rated in the past, eg, churches, senior

citizen centers, and social service agen-

cies. We also employed newspaper and

radio advertisements, as well as word-of-

mouth. Interested patients were invited

to a group enrollment meeting where all

of the details of the study and the

intervention were explained and ques-

tions were answered. Each enrollment

meeting had a 15-minute break allow-

ing patients not interested in enrolling

in the study to leave unobtrusively.

After the break patients wishing to join

the study completed the informed

consent process, had blood drawn by

a phlebotomist, and completed the

written questionnaires. Patients were

randomized to either the wait-listed

control or intervention groups immedi-

ately after signing the informed consent

forms.

Interventions
The interventions that are the focus

of this study evolved from three areas of

research conducted by the Michigan

Diabetes Research and Training Center

(MDRTC) over the past 20 years. These

areas include the development and

evaluation of: 1) effective methods and

materials for use in diabetes education;

2) culturally specific educational materi-

als and community-based programs for

urban African Americans with diabetes;

and 3) the empowerment approach to

facilitating self-directed behavior change

for persons with diabetes.

The structure and process employed

in the design and conduct of the

intervention reflects what has been

learned from this research. The primary

Fig 1. Research design

Table 1. Structure of weekly group sessions

Component 1: Reflecting on self-management experiments
At the end of each group session, patients were invited to identify a goal and action plan related to
their self-management. These exercises were presented as one-week self-management experi-
ments. They were viewed as experiments because a plan that did not work generated as much
new knowledge as a plan that succeeded. At the beginning of the subsequent session, patients
were invited to reflect on their experience of working on their self-selected goals and talk about
what they had learned and how it could be applied in the future.

Component 2: Discussing the emotional experience of living with diabetes
Living with diabetes raises emotional issues related to relationships, work, family, economic
circumstances, overall health, physical functioning, and other life dimensions. During each session
patients were encouraged to discuss important events that had occurred since the previous
meeting and to reflect on how these events had affected their self-management.

Component 3: Engaging in systematic problem-solving
The problem-solving component of the program was based on the recognition that patients are
much more likely to be motivated to address their own issues and priorities than issues introduced
by an educator. The problems raised during the group sessions included interacting with
healthcare providers as well as self-management and psychosocial issues. Patients learned
important problem solving skills by participating in systematic educator-guided problem solving
discussions.

Component 4: Answering clinical questions
This component provided the opportunity for patients to inquire about diabetes self-management
related issues. Because we had completely eliminated lectures, we kept careful records to ensure
that all the diabetes-related topics required by the national diabetes education standards were
covered during the six-week program. If a topic did not come up during sessions one through five
the educators introduced it at session six.

Component 5: Culturally tailored education materials
In addition to ensuring cultural relevance by focusing on the concerns and priorities of the patients
in the program, we used education materials that were developed with and for the target audience
(eg, ethnic recipes, appropriate reading level).
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intervention was a program consisting

of six two-hour group sessions held

weekly in convenient community-based

locations. The overall structure of those

sessions is shown in Table 1.

At session 1, patients were given the

results of their HbA1C, lipids, blood

pressure, and weight evaluations, which

had been conducted at baseline. The

resulting values were presented in writ-

ing with handouts that provided basic

information about normal values and

five to eight behaviors that affect each of

these laboratory parameters. Patients

were given a few minutes to review

their own data and then one of the two

educators (all sessions were conducted

by a nurse and a dietitian) asked, ‘‘Are

there any questions?’’ In virtually every

program the next two hours were spent

answering patients’ questions about the

meaning of their values and their risk

for short- and long-term complications.

Patient-identified problems became the

focus of guided problem-solving discus-

sions. The problem-solving process was

based on our empowerment approach

to facilitating self-directed behavior

change outlined in Table 2.

The educators provided short an-

swers (to avoid turning answers into

lectures) to technical/clinical questions,

which facilitated a lively iterative process

of questions and answers. Lifestyle and

many self-management questions were

used to initiate group problem-solving

discussions.

Sessions 2–6 began with a group

discussion of self-management experi-

ments tried by the participants during

the preceding week. After a discussion

of the self-management experiments,

questions were addressed that had not

been answered at the previous session.

For example, the intervention team

might say, ‘‘At the end of last week’s

session some of you said that you still

had questions about nutrition. What are

your questions?’’ Because lectures were

completely eliminated from this educa-

tion program, we kept careful records to

ensure all diabetes-related topics re-

quired by the national diabetes educa-

tion standards were covered during the

six-week program. Certified diabetes

educators who were able to move fluidly

from topic to topic based on patient

needs and interests conducted the in-

tervention. Emotional and behavioral

issues related to each topic were ad-

dressed at the same time. The topics and

content of each of the six sessions varied

based on the individual needs and

concerns of the participants. Interven-

tion consistency was achieved by pro-

viding a consistent process (Tables 1

and 2) that allowed a truly patient-

centered intervention.

Follow-up Interventions
The monthly support group follow-

up sessions employed the same structure

and process as the six-week group

sessions. Patients who selected the phone

follow-up intervention received an in-

dividually scheduled monthly phone call

from a nurse. Using the empowerment

behavior change model (Table 2), pa-

tients were engaged in a review/evalua-

tion of their diabetes self-management,

therapy, goal achievement, problems

encountered, concerns, and current level

of psychosocial adjustment. Patients

were helped to formulate their own

behavioral strategies based on the goals

and priorities identified during their

phone conversations with the nurse.

Fifteen patients chose not to partici-

pate in either follow-up intervention

(Figure 1). These patients were encour-

aged to remain in the study and provide

six-month and one-year follow-up data.

Seven of those patients provided data at

six months, and five provided data at one

year. These data were not analyzed

separately because the numbers were

too small to be representative.

Measures
Clinical measures were HbA1C,

lipids, blood pressure, and weight.

Patients also completed the Diabetes

Care Profile (DCP),18 the Diabetes

Empowerment Scale Short-Form (DES-

SF) (a measure of psychosocial self-

efficacy),19,20 as well as the ‘‘Seriousness

of Diabetes’’ subscale of the Diabetes

Attitude Scale-3.21 Data were collected

before and after the intervention and

control periods and at six and twelve

months. The orientation, education ses-

sions, and data collection were con-

ducted in community-based locations.

Statistical Methods
To determine differences between

groups, we used chi-square tests for

categorical distributions and Student t
tests for continuous variables. Analysis

of variance with repeated measures was

used to test for concurrent differences

over time and between groups. Analysis

of variance with repeated measures was

also used to investigate changes over

time for all participants.

RESULTS

The study enrolled 239 participants;

125 were randomized to a six-session

program, and 114 were randomized

to the wait-listed control group. The

experiment (Figure 1) was repeated

Table 2. Empowerment behavior change model*

1. ‘‘Tell me more about the problem. What did you do? What were the results?’’
2. ‘‘How do you feel about the results? How will you feel if things don’t change?’’
3. ‘‘What are some potential options for addressing this problem? Which option is best suited to your

situation? Are you willing to take steps to improve things for yourself?’’
4. ‘‘What are you going to do when you leave here? How will you decide if your plan worked?’’

* Questions were not intended to be used exactly as worded. They are included here to convey the overall

empowerment based problem-solving approach used in the classes. During the sessions the educators engaged in
appropriate, natural (based on extent of relationship, education level, etc) dialogue with patients about all aspects
of self-management behavior.
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14 times over a four-year period

from March 1999 until January 2002.

The mean number of patients in

each experiment (immediate interven-

tion and wait-listed control groups

combined) was seventeen. Over each

of the six-week programs the mean

number of classes attended was 5.07

(6 1.24); control and intervention

patients did not differ in attendance

rates. Table 3 shows mean values or

percent distributions for demographic

variables as well as selected laboratory,

psychosocial, and health variables at

baseline. The intervention and control

patients did not differ significantly on

any of these measures.

Table 4 compares between-group

changes and within-group changes dur-

ing the first six weeks for the control

and intervention groups. In this time

period, the only significant difference in

change scores between the groups was

patients’ self-rated understanding of

Table 3. Baseline information at enrollment (N5239)

Demographics
Women 82%
African American 96%
Using insulin 34%
Mean age in years 61.0 6 11.4
Mean years since diagnosis 8.5 6 8.6
Currently married 31%
Completed high school 73%
Without insurance 12%

Clinical indices
HbA1C 8.6% 6 2.2%
Serum cholesterol (mg/dL) 206.1 6 45.0
Height (inches) 65.2 6 4.1
Weight (pounds) 201.2 6 45.5
Systolic blood pressure (mm Hg) 137.4 6 26.0
Diastolic blood pressure (mm Hg) 77.4 6 12.5
Testing own blood sugar 83%
Previously had some diabetes education 37%

Psychosocial indices
Perceived understanding of diabetes* 2.68 6 0.83
Diabetes empowerment scale3 3.89 6 0.73
Attitude toward seriousness of diabetes3 4.03 6 0.71
Positive attitude3 3.48 6 0.91
Negative attitude3 3.30 6 0.95

* Scale: 15poor to 55excellent.
3 Scale: 15strongly disagree to 55strongly agree. For seriousness of diabetes (some) and for negative attitude (all)

items reversed for scale mean in positive direction.

Table 4. Between- and within-group pre/post changes during the first six weeks of each experiment

Variable Group N
Mean and SD

at Baseline
Mean and SD
at Six Weeks

Difference by
Group by Time

Within-Group
Difference Over Time

Hb A1C* Intervention 117 8.74 6 2.13 8.34 6 1.91 ns P,.001
Control 108 8.41 6 2.22 8.13 6 2.08 P5.001

Serum cholesterol Intervention 115 203.9 6 44.5 189.5 6 45.1 ns P,.001
Control 107 207.8 6 43.0 197.4 6 47.3 P5.011

Weight Intervention 111 201.2 6 44.3 199.7 6 43.6 ns P5.027
Control 101 201.2 6 46.8 201.4 6 46.9 ns

Systolic blood pressure Intervention 116 138.6 6 27.3 140.1 6 23.0 ns ns
Control 106 136.1 6 23.9 136.6 6 21.6 ns

Diastolic blood pressure Intervention 114 77.4 6 12.8 77.8 6 15.3 ns ns
Control 106 77.4 6 12.1 76.3 6 12.2 ns

Perceived understanding
of diabetes3

Intervention 106 2.73 6 0.86 3.43 6 0.73 P,.001 P,.001
Control 86 2.58 6 079 2.83 6 0.82 P5.001

Diabetes empowerment
scale4

Intervention 106 3.94 6 0.71 4.19 6 0.58 ns P5.001
Control 86 3.81 6 0.74 4.00 6 0.72 P5.012

Attitude toward serious-
ness of diabetes4

Intervention 106 4.05 6 0.75 4.19 6 0.68 ns P5.049
Control 86 3.98 6 0.72 4.17 6 0.66 ns P5.007

Positive attitude4 Intervention 105 3.60 6 0.90 3.66 6 0.91 ns ns
Control 85 3.29 6 0.91 3.31 6 0.84 ns

Negative attitude4 Intervention 106 3.39 6 1.00 3.60 6 0.91 ns P5.013
Control 86 3.21 6 0.91 3.40 6 1.00 P5.023

* Abbreviation: Hb A1C is a measure of glycated hemoglobin.
3 Scale: 15poor to 55excellent.
4 Scale: 15strongly disagree to 55strongly agree. For seriousness of diabetes (some) and for negative attitude (all) items reversed for scale mean in positive direction.
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managing diabetes. This variable was

the mean score of a 13-item survey in

which patients were asked to rate their

understanding of various aspects of

diabetes self-management (eg, diet,

exercise, foot care) on a 15poor to

55excellent scale. Table 5 shows pre/

post changes for all patients before and

after they completed the six weekly

group sessions. Overall, the results

indicate significant changes in the de-

sired directions for two out of five

psychosocial measures and for all six

laboratory values shown. Both groups

had significant changes in the desired

Table 5. Pre/post comparisons for all patients who participated in the six-week education program (N5239 participants)

N Pre Class Post Class

Statistical Significance
of Overall Repeated

Measures Comparison

Laboratory (Clinical) Variables
HbA1C% 212 8.52 6 2.15 8.23 6 2.04 P..000
Cholesterol (mg/dlL) 206 202.3 6 45.8 191.1 6 45.7 P..000
HDL (mg/dL)* 205 53.1 6 14.7 50.9 6 13.4 P5.001
LDL (mg/dL) 194 116.4 6 37.7 111.6 6 38.7 P5.019
Triglycerides (mg/dL) 206 169.4 6 92.1 153.9 6 87.0 P5.005
Weight (lbs) 200 200.1 6 46.3 198.4 6 45.9 P..000

Psychosocial Variables
Mean of responses: patient’s self-rated understanding of aspects

of managing diabetes (13 questions)
183 2.76 6 0.83 3.37 6 0.72 P..000

Mean of responses: diabetes empowerment scale (8 questions) 184 3.97 6 0.72 4.16 6 0.61 P5.001
Mean of responses: seriousness of diabetes, from diabetes

attitude scale (7 questions)
184 4.10 6 0.72 4.14 6 0.70 ns

Mean of responses: positive attitude questions, diabetes care
profile (5 questions)

180 3.49 6 0.87 3.55 6 0.90 ns

Mean of responses negative attitude questions (with scale
reversed so that higher numbers show positive attitudes),
diabetes care profile (6 questions)

182 3.39 6 0.98 3.49 6 0.94 ns

* Although lower values are more desirable for other blood lipid measures, for HDL cholesterol higher values are better.

Table 6. Repeated measures comparisons for patients who completed the program and provided data at all four points

N
Point 1:

Pre-Classes
Point 2:

Post-Classes
Point 3: After
Six Months

Point 4: After
One Year

Statistical Significance
of Overall Repeated

Measures Comparison

Clinical indices
HbA1C (%)* 176 8.41 6 2.04 8.19 6 1.98 8.04 6 1.96 8.01 6 1.87 P,.001
Serum cholesterol (mg/dL) 167 201.5 6 46.8 187.7 6 45.3 192.8 6 47.0 199.2 6 41.9 P,.001
High-density lipoprotein (mg/dL)3 166 53.1 6 15.6 50.3 6 13.6 53.1 6 16.3 55.9 6 15.4 P,.001
Low-density lipoprotein (mg/dL) 153 116.2 6 37.6 110.0 6 38.2 111.2 6 39.7 114.9 6 35.3 ns
Triglycerides (mg/dL) 167 168.9 6 93.7 150.5 6 84.7 152.4 6 91.3 147.1 6 83.6 P5.001
Weight (lbs) 152 201.1 6 45.2 199.3 6 44.9 199.7 6 45.3 198.2 6 43.9 P5.024
Systolic blood pressure (mm Hg) 174 138.1 6 24.5 137.9 6 20.9 135.8 6 19.5 140.2 6 23.3 ns
Diastolic blood pressure (mm Hg) 173 77.2 6 12.5 76.5 6 11.5 75.5 6 11.6 76.1 6 10.4 ns
Using insulin (%) 165 33.9 6 47.5 35.2 6 47.9 35.2 6 47.9 37.0 6 48.4 ns
Testing blood sugar (%) 154 83.8 6 37.0 87.7 6 33.0 91.6 6 27.9 91.6 6 27.9 P5.001

Psychosocial indices
Perceived understanding of diabetes4 160 2.79 6 0.85 3.37 6 0.74 3.34 6 0.70 3.37 6 0.74 P,.001
Diabetes empowerment scale1 161 3.97 6 0.73 4.15 6 0.62 4.09 6 0.70 4.17 6 0.64 P,.001
Attitude toward seriousness of diabetes1 162 4.10 6 0.70 4.13 6 0.69 4.21 6 0.70 4.29 6 0.64 P5.001
Positive attitude1 156 3.47 6 0.86 3.53 6 0.90 3.59 6 0.94 3.69 6 0.86 P5.013
Negative attitude1 161 3.42 6 0.97 3.50 6 0.95 3.58 6 0.93 3.61 6 1.01 P5.020

* Abbreviation: A1C is a measure of glycated hemoglobin.
3 Although lower values are more desirable for other blood lipid measures, for HDL cholesterol higher values are better.

4 Scale: 15poor to 55excellent.
1 Scale: 15strongly disagree to 55strongly agree. For seriousness of diabetes (some) and for negative attitude (all) items reversed for scale mean in positive direction.
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direction in HbA1C, serum cholesterol,

and four psychosocial variables. Only

the intervention group indicated a sig-

nificant weight loss.

Table 6 shows psychosocial and

laboratory measures at four timepoints:

pre-test and post-test, at six months,

and at one year. Although 203 patients

provided one-year data they were in-

cluded in Table 6 only if they had

provided complete data for all four

measurement periods. Over this extend-

ed time period, all psychosocial vari-

ables showed significant and sustained

changes from the pre-test values. Most

clinical values also showed improved

levels that were maintained at one year.

The LDL cholesterol level was an

exception, as it initially fell but then

rose to a level similar to the pre-test

level. Mean blood pressure levels, which

were in the normal range at baseline,

remained unchanged during the study

period. The correlation between one-

year HbA1C values and the normalized

number of support group sessions

attended or phone contacts completed

for patients in the follow-up conditions

was .20 (P,.005).

CONCLUSIONS

The Primary Intervention
One statistically significant differ-

ence was seen in the change scores

between the intervention group and the

wait-listed control group after the initial

intervention. Thus, the study was un-

able to show a benefit from participat-

ing in the six-week intervention ses-

sions. The data (see Table 3) indicate

that the finding of no difference in these

change scores was due to the fact that

both groups changed. All study partic-

ipants showed a broad array of small-to-

modest positive changes that were

maintained for at least one year. We

believe that both groups changed be-

cause of the combination of volunteer

bias, study effects, and program impact.

The reasons for our explanation for the

study findings are presented below.

Volunteer Bias
The patients in this study were

better insured and educated and exhib-

ited better self-management, blood

pressure, and glucose levels than those

reported in similar studies. Several

patients reported to us during enroll-

ment and during the intervention ses-

sions that they joined this study because

they were concerned about their di-

abetes and were motivated to improve

their diabetes self-management and

blood glucose levels. We believe that

they had made the decision to improve

their diabetes self-management care and

enrolled into the study as part of that

commitment. The control group made

the decision to improve their diabetes

self-management during the control

period. This explanation is supported

by the fact that the only difference in

the change scores between the controls

and the intervention groups was the

difference in perceived understanding of

diabetes. Although both groups im-

proved their diabetes self-management

during the first six weeks of the study,

only the intervention group was re-

ceiving diabetes education.

Study Effects
A separate MDRTC study, con-

ducted during the same time period,

indicated that providing study data to

both the patients in the control group

and their physicians had an interven-

tional effect, especially when their

metabolic values were out of the normal

range.22

In that study, data were collected

once each year and provided to all

patients and their physicians, which

contributed to a study effect whereby

control group patients and/or their

physicians made changes in their di-

abetes care. In our study, data were

collected four or five times from each

patient during the one-year study

period. The study effects reported

above would most likely be magnified

by the increased frequency of providing

patients in our study and their physi-

cians data over the one-year study

period.

Intervention Impact
As stated above, the study was

unable to demonstrate a statistically

significant impact of the intervention.

Our conclusion that the intervention

had an impact is supported by com-

ments by participants and the results of

a focus group with patients who had

participated in the six weekly sessions.

Furthermore, a significant number of

positive pre/post changes, including

HbA1C (P,.001) occurred during the

six-week program (see Table 5).

Follow-up Period
After completion of the six weeks of

group sessions, patients were invited to

choose between attending a monthly

support group or receiving monthly

phone calls from a nurse. No between-

group differences existed in HbA1C for

the phone and support group follow-up

conditions. As stated earlier, number of

follow-up contacts was positively corre-

lated with lower HbA1C values at one

year. Three studies targeting African

Americans12,23,34 also reported im-

provements in blood glucose levels

that were maintained over time (4–

14 months) when follow-up support

was provided.

In this study, the greatest number of

positive parameter changes are shown in

the one-year follow-up data. Table 6

shows that by one year most measures

showed desirable changes, whether

All study participants showed

a broad array of small-to-

modest positive changes that

were maintained for at least

one year.
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made in the short-term and sustained

throughout the year or augmented

continuously in the positive direction

over the year.

Summary
We believe that the best explanation

for the findings is that we developed an

effective intervention but employed

a research design that did not allow us

to ascertain the relative effect of the

three forces (volunteer bias, study

effects, and intervention impact) at

work in this study. The most effective

approach to minimizing the impact of

volunteer bias and study effect is to

assign patients to a usual-care or a wait-

listed control group for a long period of

time, eg, one year, during which neither

patients nor their physicians would

receive any study data. However, we

have concerns about such an approach

in our diabetes-related intervention re-

search.25 First, our research is primarily

conducted among urban African Amer-

icans, many of whom are medically

underserved and/or are not satisfied

with the diabetes care available to them

and are asking for help with their

diabetes care. To address African-Amer-

ican concerns about medical research,

we promised community leaders that we

would design studies in which all

participants had the potential to receive

a direct benefit from their participation.

Assigning patients to a usual-care con-

trol group for an extended period of

time during which they do not receive

any direct benefit would violate our

commitment to the community. The

challenge we now face is to incorporate

what we have learned from this study

into future research that is both rigorous

and in accord with our commitments to

the community.
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