L3

el
*? News for the VA research community

/AN RescarchQunents

Vol. 3, No. 8/Aug. 2003

VAto boost training of minority researchers

A’'s Office of Research and

V Development will expandits
effortsin training and educating
minority researcherswith three new
programs, based on recommendations
from arecently convened Blue-Ribbon
National Advisory Committee. The
programs build on previous VA
initiatives, such asthe Research
Training Initiative, which has provided
training in VA biomedical labsfor
faculty and students at Historically
Black Collegesand Universities
(HBCUs), Hispanic-Serving Institu-
tions (HSIs) and Tribal Colleges and
Universities(TCUSs).

Two of the new programswill
promote opportunitiesfor individual
investigators, whilethethird will foster
collaborations between VA and minor-
ity-servinginstitutions:

e Mentored-Minority Supplemen-
tal Awardswill offer individual
training on VA-funded biomedical and
clinical research projectsfor full-time
undergraduate, graduate and pre-
doctoral studentsfrom minority-serving
institutions, aswell as studentsfrom
predominantly minority high schools.
VA-funded principal investigatorsare
encouraged to recruit suitable candi-
dates for this program. The programis
model ed after the Supplemental
Underrepresented Minorities Program
of the National Institutes of Health.

e Mentored-Minority Career
Enhancement Awar dswill provide
full salary support for three years for
recent HBCU, HSI or TCU graduates
who have completed their clinical
fellowship or PhD doctoral training
within the last two years. Awardees are
expected to remainin VA after the

Update from the Cooperative Studies Program

Improving informed consent through follow-up phone surveys

By Steven M. Berkowitz, PhD, assistant director

program to pursue additional training
through VA's Research Career Scientist
and Career Development programs.

e Minority Research Enhancement
Centerswill allow for collaborations
between VA research sitesand accred-
ited minority-serving institutions. Each
MINREC will recruit threeto five
trainees each year—students and junior
faculty—to participate in training and
research activitiesalongside VA
mentors. VA will provide money for
direct costs and additional funding for
equipment purchases and pilot projects
as applicable.

Funding for the programswill begin
inApril 2004. For full details, includ-
ing deadlinesfor submitting | etters of
intent and applications, contact Terri
Carlton at (202) 254-0265 or
terrilynn.carlton@hg.med.va.gov. |

In recent yearsthere has been increasing focus on the
importance of informed consent (1C) to protect human
research subjects. Yet much attention hasfocused on the IC
documentsthemselves, leaving other aspects of the process
relatively ignored. It isalso important to ensure that sub-
jects are competent to make decisions, that they are posi-
tioned to do so voluntarily, and that their decisions are
based on comprehensive and understandabl e information
about the proposed research.

To advancethiseffort, VA's Jeremy Sugarman, MD, in
Durham and Philip Lavori, PhD, in Palo Alto created a project

titled “ Enhancing the Quality of Informed Consent” (EQUIC),
aimed at devel oping and testing toolsand interventionsto
assess and improvethe quality of the | C process.

Theinitial phase of EQUIC involved atelephone
interview termed BICEP (Brief Informed Consent Evalua-
tion Protocal). Theinterview was conducted immediately
following the compl etion of theinformed-consent process
for a“ parent” trial—an actual VA cooperative study
actively enrolling participants. The BICEPinterviews,

see CONSENT on pg. 3
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Teasing out the impact of race on diabetes complications

new study looking at nearly
JaX 430,000 diabetic patientswho
received care from VA in 1998 has
confirmed some notions about race and
diabetes—and challenged others. The
study appearsin the August issue of
Diabetes Care.

BessieA. Young, MD, MPH, and
colleagues at VA's Seattl e-based
Epidemiol ogic Research and Informa-
tion Center found that African Ameri-
cans, Hispanics, Asiansand Native
Americanswith diabetes are at greater
risk than whitesfor kidney disease.
Thisconfirmsearlier findings by the
authors and others. Overdll, research
has shown that most minoritieswith
diabetes are at greater risk for kidney,
eyeand peripheral vascular disease.

But Young'steam al so showed that
racial minorities are at lower risk for
cardiovascular disease than non-
minority patientswith diabetes. And
they found that 18-month mortality for
African Americansand most other
minoritieswas 7 to 12 percent lower
than for whites. On both counts, the
findings clash with generally accepted
notions on ethnicity and diabetes
complications. For example, the
Agency for Healthcare Research and
Quality reports on its website that
“diabetes-related mortality ratesfor
African Americans, Hispanic Ameri-
cansand American Indians are higher
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than those for white people.” The
American DiabetesAssociation reports
that “ African Americans experience
higher rates of heart disease” and
certain other serious complications of
diabetes.

To explain the mixed research
findings, Young underscoresthat her
study took placein VA, which provides
careregardless of patients financial or
insurance status. She notes that other
research on diabetic populationswith
equal accessto care—such as a study
by Dr. Andy Karter and colleagues of
62,432 Kaiser Permanente enrollees
(Journal of the American Medical
Association, May 15, 2002)— pro-
duced results similar to hers.

“If accessto careis comparable, the
complicationsmight bealittle different
than we thought,” said Young, a
nephrol ogist whose research has
focused on ethnic differencesin
diabetic nephropathy.

Young was careful to notethat while
the African American diabeticsin her
study has alower relative risk of
cardiovascular disease, their risk for
heart diseaseis still substantial,
especially compared to the non-diabetic
population.

Asfor the higher rate of diabetic
nephropathy among African Ameri-
cans—which persisted eveninthisVA

see DIABETES on pg. 4

Anderson, MD.

Major diabetes study yielding good news
on VA blood pressure care

TheVA Diabetes Trial, aseven-year study of the effects of intensive
glycemic control on cardiovascular outcomesin type 2 diabetes, isfinding
that VA diabetes patients are achieving surprisingly good control of their
blood pressure. Early datafrom the trial were presented June 20 at the
annual meeting of the Endocrine Society by study team member Robert J.

The 1,544 patientsin the study as of the presentation entered thetrial
with an average blood pressure of 131/ 77. Under new blood-pressure
guidelinesreleased in May, thisisconsidered * prehypertensive,” but not
high. It iswell below average for most diabetic populations, according to

William Duckworth, MD, who is co-chairing the study with CarlosAbraira,
MD. Duckworth said the datareflect extremely well on routine VA diabetes
care. Patientsfollowed for six months, receiving either standard or intensive
therapy to control blood sugar and treatment as needed to manage blood
pressure and lipids, further lowered their pressure, to an average of 127/74.
“Blood pressure careis exceptionally good in VA patients with diabetes,”
said Duckworth, “and it can be improved further with additional attention.”

By maintaining optimal blood pressure control in both study arms, the
team aimsto isolate the effects of intensive glycemic control on cardiovas-
cular outcomes. In the current issue of Clinical Diabetes, Abrairaand
Duckworth write, “ Thistrial may answer one of the most important ques-
tionsin thetreatment of diabetes.” W
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I Recentpublications \

“Comparison of Characteristics of
Patients with Coronary Heart Disease
Receiving Lipid-Lowering Therapy vs.
Those Not Receiving Such Therapy.”
Branko Kopjar, MD, MS, PhD; Anne
E.B. Sales, RNS, PhD; Sandra L.
Pineros, PA-C, MPH; Haili Sun, PhD;
Yu-Fang Li, PhD; Ashley N. Hedeen,
MPH, MD. Puget Sound. American
Journal of Cardiology, July 15, 2003.

“Devel opment of GammaToco-
pherol as a Colorectal Cancer
Chemopreventive Agent.”
Koyamangalath Krishnan, MD.
Mountain Home (Tenn.) Critical
Reviews in Oncol ogy/Hematol ogy,
onlineApril 26, 2003.

“Effects of Hypoxiaand Nitric
Oxide on Ferritin Content of Alveolar
Cells” Amy R. O’'Brien-Ladner, MD;
LewisJ. Wesselius, MD. Kansas City
and Phoenix. Journal of Laboratory
and Clinical Medicine, May 2003.

“A Functional Polymorphism of the
M u-Opioid Receptor GeneisASsoci-
ated with Naltrexone Responsein
Alcohol-Dependent Patients.” David
W. Odlin, MD; Joel Gelernter, MD;
CharlesP. O'Brien, MD, PhD. Phila-
delphia and West Haven (JG). Neuro-
psychopharmacol ogy, June 18, 2003.

“The Influence of Distance on
Utilization of Outpatient Mental Health
Aftercare Following | npatient Sub-
stance Abuse Treatment.” Ciaran S.
Phibbs, PhD; John D. Piette, PhD.
Palo Alto. Addictive Behaviors, Aug.
2003.

“Insulin Increases CSF A-Beta-42
Levelsin Normal Older Adults.” G
Stennis Watson, PhD; Elaine R.
Peskind, MD; Sanjay Asthana, MD;
Stephen Plymate, MD; Suzanne S.
Craft, PhD. Seattle and M adison
(SA). Neurology, June 2003.

“Intensified Blood Glucose Monitor-
ing Improves Glycemic Control in
Stable, Insulin-Treated Veteranswith
Type-2 Diabetes: The Diabetic Out-
comesin Veterans Study (DOVES).”
Glen H. Murata, MD; JayendraH.
Shah, MD; Richard M. Hoffman, MD,
MPH; Christopher S. Wendel, MS;
Karen D. Adam, RN, CDE; PatriciaA.
Solvas, RN; Syed U. Bokhari, MD;
William C. Duckworth, MD. New
M exico, Southern Arizona and
Phoenix. Diabetes Care, June 2003.

“A Novel Cadaveric Model for
Anterior-Inferior Shoulder Dislocation
Using Forcible Apprehension Position-
ing.” Patrick J. Mahon, MD; Thay Q.
Lee, PhD. Long Beach. (VA) Journal
of Rehabilitation Research and
Development, July/Aug. 2003.

“Performance of Recently Detoxi-
fied Patientswith Alcoholismon a
Neuropsychological Screening Test.”
Sandra Zinn, PhD; Hayden B.
Bosworth, PhD. Durham. Addictive
Behaviors, July 2003.

“Processes of Careand Clinical
Outcomesin COPD Patientswith
Community Acquired Pneumonia.”
Jacqueline A. Pugh, MD; Eric M.
Mortensen, MD. San Antonio. Ameri-
can Thoracic Society annual meeting,
May 2003.

“Viral DNA Polymerase Mutations
Associated with Drug Resistancein
Human Cytomegal ovirus.” Sunwen
Chou, MD. Portland. Journal of
Infectious Diseases, July 1, 2003.

“What Factors I nfluence Provider
Knowledge of aCongestive Heart
Failure Guidelinein aNational Health
Care System?’ Bonnie J. BootsMiller,
PhD; Kimberly D. McCoy, MS;
Stephen D. Flach, MD, PhD; Bradley
N. Doebbeling, MD, MSc. lowa City.
American Journal of Medical Quality,
May-June 2003.

“When Money is Saved by Reduc-
ing Healthcare Costs, Where Do U.S.
Primary Care Physicians Think the
Money Goes?’ DavidA. Asch, MD,
MBA; Peter A. Ubel, MD. Philadel-
phiaand Ann Arbor. American
Journal of Managed Care, June 2003.

CONSENT (cont. from page 1)

developed based on an extensive I C literature review and
advice from an expert advisory group, was administered to
632 participants representing eight VA parent studies. The
interview was conducted quickly, placing little additional
burden on the parent-study participants. Respondents

* 99 percent remembered signing the |IC form

process

reportswerelargely favorable regarding the parent-study

|C process:

* 95 percent said the amount of information they

received was"just right”

* 99 percent said they felt no pressure to give consent
* 98 said they felt good about their decision to participate
* 89 percent were completely satisfied with the IC

When asked about the primary purpose of the parent
study, 80 percent of respondentsindicated they understood

that the study addressed aresearch question. Nearly 60

see CONSENT on pg. 4
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DIABETES (cont. from page 2)

study—Young is determined to explore other factorsthat
may account for thisracial difference. In anew study,
funded by a Robert Wood Johnson Fellowship and the
American DiabetesAssociation, Youngisusing smaller but
more detailed VA national databases to tease out other risk
factorsthat may explain why diabetes complications appear
to differ by ethnic background.

“Using databases with alittle more clinical detail, we
will try and investigate some of the other risk factorsfor
these differenceswearefinding,” said Young. “Wewill try
to determineif thesefindings bear out when we can control
for thingslike duration of diabetes and smoking history.” If
the differencesin complications are due to genetics, and not
socioeconomic or health-related confounders, Young'swork
may help clarify this.

Meanwhile, she hopes her newly published datawill
influence VA to step up its effort to thwart the progression
toward end-stage renal diseasein minoritieswith diabetes.
The study, co-authored by Charles Maynard, PhD, and
Edward J. Boyko, MD, MPH, isone of thefirst to describe
racial differencesinkidney diseaseamong pre-dialysis
diabetes patients.

“The study might prompt VA to more aggressively target
some of the minority population, particularly looking at
thingslikemicroalbuminuria,” said Young. Albuminuriais
the presence of albumin in the urine, and is often the first
sign of failing kidneys.

Young, who completed aHealth Services Research and
Development fellowship under the mentorship of Boyko
and Stephan Finn, MD, MPH, is convinced that VA's health
care system can make avital differencein veterans
health—in diabetes, kidney disease, and just about all other
areas.

“Many of our veterans don’t have any other means of
access to health care,” she said. “I think that just having
accessto careisincredibly important.”

CONSENT (cont. from page 3)

percent realized the parent study’s outcomeswould ulti-
mately benefit others, but interestingly only 6 percent saw
themsel ves as potentially benefiting from the study. In
response to the question “When can you stop participating
in [the parent study]?,” only 55 percent indicated a clear
understanding that they could voluntarily stop any time.
Thisitem suggests an area that warrants more attention
during the IC process.

This study, perhapsthe largest empirical evaluation to
date of avalidity measure of the |C process, showed that
the BICEPisareliable measure that imposes minimal
additional burden on research participants. The study also
showed thereisroom to improve the consent process.

National Hotline Conference Call schedule:

http://vaww.va.gov/resdev/fr/call_calendar.cfm
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