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Pediatric obesity studies a good
community participation model
“We try to help them solve their problems even if this doesn’t result in 
research.”

The trend of community-based participatory research (CBPR) has 
become more popular as funding agencies and national organiza-
tions have called for more studies that include the public’s active 

engagement from protocol creation to study completion. 
In recent years, there have been a number of studies addressing pedi-

atric obesity that have used a CBPR model. Since pediatric obesity has 
become an epidemic in the United States, it makes sense that its solutions 
would require a community approach rather than an individual or family 
approach, experts say.

Rural communities have used a public decision-making process model 
for more than two decades, which has provided residents a way to be 
involved in choosing health care services for their communities. CBPR 
carries this model a step further by giving residents the opportunity to 
suggest and collaborate with research projects that also meet their needs, 
says Paul McGinnis, MPA, community health quality and practice devel-
opment director at the Oregon Rural Practice-based Research Network of 
the Oregon Health & Science University in Portland, OR.

“The actual involvement of the community started with the straight 
community health development model,” McGinnis says.

“We’re adding research to work that we’re already doing in the com-
munities and building upon a relationship that is based on service,” 
McGinnis adds.

“Rather than have researchers drop in and do helicopter research or 
drive-by research where they don’t have a relationship with the commu-
nity, we want to build up the community,” he explains. “We try to help 
them solve their problems even if this doesn’t result in research.”

Investigators train community members to assist in the research pro-
cess. They assist with recruiting participants, obtaining informed consent, 
removing barriers to obtaining specific study data, and finding solutions 
and conclusions in study results.

This trust-building process eventually will lead to studies where both 
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parties benefit, but sometimes researchers have to 
serve the community’s needs first, McGinnis adds. 

Use existing networks 

Another CBPR study involving adolescents and 
obesity was made possible only because of long-
term community work with the target population 
and the community at large.

Investigators used an existing community-uni-
versity infrastructure of trust to launch a study 
that required some sensitivity and a great deal of 
community trust, says Robert Branch, MD, pro-
fessor of medicine and pharmacology and direc-
tor for the center for clinical pharmacology at the 
University of Pittsburgh in Pittsburgh, PA.

Since youths already had been working in 
groups to promote their own scientific knowledge 
and academic success, it was fairly simple to meet 
with them for the purposes of gaining their sup-
port in a community research project on obesity 
and diabetes, health issues their own families 
struggled with. (See related story, p. 99.)

Research institutions first should work with 
community members to identify priorities for 
study projects.

“These are just citizens who are motivated 
by things other than peer-reviewed articles,” 
McGinnis says. “They want things to be better for 
their children, families, and communities.”

So when researchers first enter the community 
to speak with residents about their priorities and 
needs, or even to suggest a particular type of study 
such as pediatric obesity research, they will find 
that community members have ideas and needs 
they might not have anticipated.

For example, the community might be most 
concerned with health care quality at the local 
hospital or the recruitment and retention of clini-
cians in their rural area, McGinnis says.

“Those kind of issues come up, and we want to 
address them quickly while at the same time iden-
tify opportunities for clinical research,” he adds.

Pediatric obesity is an issue that particularly 
interests rural and other communities. Plus com-
munities often have at least some organizations 
and resources addressing this issue, a recent study 
has found.1

For instance, a Nashville, TN, study that identi-
fied community-based pediatric obesity programs 
found 36 such entities.1

Some programs focused on healthy lifestyles as 
a general goal, but 70% had the explicit goal of 
tackling obesity prevention/treatment.1

“One implication from this study is it exem-
plifies the value of innovative community-based 
participatory research,” says Eli Po’e, a research 
assistant with Vanderbilt University Medical 
Center in Nashville, TN. 

Po’e is the principal investigator of the study 
of pediatric obesity community programs. The 
study’s purpose was to gain insight into commu-
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nity organizations’ needs and to learn more about 
the obstacles and gaps they had in building coali-
tions and achieving programmatic success.

“Obesity is complex, and there needs to be a 
multilevel systems oriented approach in combat-
ing obesity,” he says. “Teaming up with differ-
ent types of organizations and building research 
capacity helps contribute to solutions in prevent-
ing obesity.”

The Nashville community program study 
found that project funding is a major barrier 
for research. So it’s conceivable that investiga-
tors who build innovative alliances through 

CBPR would have grant proposals that are more 
appealing to government grant funders, he adds.

Research resulting from CBPR can cover areas 
that are difficult to study traditionally because of 
privacy and informed consent barriers.

For example, the Oregon Health & Science 
University worked with community members to 
obtain a good baseline of children’s body mass 
index (BMI). Typically, these are determined 
through self-reports which could be fairly inac-
curate since people tend to under-report their 
weight.

But these baseline BMI numbers were derived 

Building trust: 
Researchers come in as 
problem solvers 
Help community with its priorities first

Building trust in a community can take a great deal 
of time and resources. 

One method often used in community-based partic-
ipatory research (CBPR) is to work first with the com-
munity to solve their existing concerns and problems.

“Our premise is as a university or organization 
we need to help people solve their problems before 
they’ll be interested in participating in research,” says 
Paul McGinnis, MPA, community health quality and 
practice development director at the Oregon Rural 
Practice-based Research Network of the Oregon 
Health & Science University in Portland, OR.

“It doesn’t matter what they identify as an issue,” 
he adds. “We have to go in and allow them to con-
duct assessments within the community with our 
help, pick the priority areas they want to address, 
and pick projects and programs that will help them 
move forward.”

Researchers also can try a shortcut to trust build-
ing by working with another organization that 
already has a cache of community trust. (See related 
story, p. 100) 

In McGinnis’ CBPR project in Jefferson County, 
Oregon, researchers found that community mem-
bers wanted to focus on five broad areas of interest, 
including care provided at the local hospital, afford-
able health insurance, mental health care, oral health, 
and health promotion related to physical activity and 
nutrition.1

The community decided to focus on childhood 
obesity as part of addressing these areas of interest.

“The community wanted to do a walking school 
bus with safe routes to school, and they wanted to 
use vouchers for an aquatics center to get kids more 
physically active,” McGinnis says.

Another project the community envisioned 
involved building a walking path near the senior cen-
ter.

“Those kinds of activities are not research, but 
these were the things the community wanted to make 
happen,” he says.

“So we helped them collect the resources they 
needed to do these kinds of projects, including find-
ing the right people,” McGinnis says. “They also 
raised their own money for the projects.”

The goal was for researchers to build trust in 
the community through collaboration on the non-
research projects.

Then as soon as a research study becomes avail-
able, the investigators can rely on the existing infra-
structure of trust in the community, McGinnis says.

“We have the opportunity to conduct a variety of 
different types of research from research that takes 
place with patients in a clinic to research involvement 
in public health and population surveillance,” he 
explains. “These are the programs and projects that 
lend themselves to policy-based research and CBPR – 
it’s action research.”

Another strategy to conducting research within 
a community is to send third-year medical students 
to the community where they can work on research 
involving childhood obesity and translational 
research, McGinnis says.
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from accurate measurements made by trained 
members of the community in the public schools, 
McGinnis says.

“We trained people on how to have chil-
dren take off their shoes and coats before being 
weighed,” he says. “We had a digital scale that 
read out the numbers remotely so the children 
couldn’t see what their weight was.”

Without the trust-building period under CBPR, 
this might have been a difficult task to accomplish.

“A member of our original partnership was 
a school nurse, and we had a superintendent 
involved,” McGinnis says. “After our first year of 
planning we figured out a way to weigh kids and 
have people opt out.”

BMI charting, focus groups 

With another grant, investigators could study 
three school activities. One of the activities 
involved plotting the children’s BMIs on a Centers 
for Disease Control and Prevention (CDC) growth 
chart and sending the information home in a letter 
to parents, he says.

“This community is big in terms of the per-
centage of kids who are at risk or who are over-
weight,” McGinnis says. “We held focus groups 
with parents and students in a research model that 
said, ‘Did you look at the letter we sent and under-
stand it, and do you think schools should be doing 
this as a policy?’”

Another piece was to hold reverse recesses in 
schools. Instead of elementary school children 
playing on the playground right after lunch, they 
were sent out to play before they ate.

“We did plate waste studies and measured 
the food consumed before play and after play,” 
McGinnis explains. “We haven’t published the 
results, but basically the kids who played recess 
first had better calcium consumption and slightly 
ate better.”

And focus groups that consisted of food ser-
vice staff and teachers provided information 
that school staff felt as though the children 
behaved better in the afternoon if they didn’t 
go straight from the playground to the class-
room, he adds.

The CBPR relationship also facilitated parental 
consent for one-on-one interviews with middle 
school students about their caloric intake. Trained 
community members provided informed consent.

“We labeled all the food they ate at school with 
calorie amounts,” McGinnis says. “In the one-on-

one interviews with students we were surprised 
at how few respondents could identify how many 
calories they could eat in a day.”

This led researchers to theorize that putting up 
calorie labels isn’t enough. Cafeterias also need 
to educate students on the context of what those 
numbers mean.

CBPR is a more realistic research approach 
for studies involving societal health problems, 
McGinnis notes.

“I think research needs to take place in more 
real world settings and not in academic tertiary 
settings where it has taken place traditionally,” he 
says. “The problems in our health system are due 
to where people live and because of their family 
environment, and so if we want to solve preven-
tion and promotion activities, then we have to 
involve people who are a part of it.”

REFERENCE
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Piggyback on another
group’s trust-building 
Right timing, right population helped

Pennsylvania investigators who desired to learn 
more about youth obesity and diabetes in rural 

West Virginia found they could benefit from the 
community’s trust in a separate institution’s long-
term education project for poor adolescents.

The rural Appalachian obesity research took 
place more than a decade after a visionary woman 
moved to West Virginia and decided to help the 
state’s poorest counties send the most highly moti-
vated of their poorest children to college.

“A woman named Dr. Ann Chester created a 
network of science clubs for high school students 
to attend in the after-school hours,” says Robert 
Branch, MD, professor of medicine and phar-
macology and director for the center for clinical 
pharmacology at the University of Pittsburgh in 
Pittsburgh, PA.

Chester is an assistant vice president for health 
sciences for social justice at the Robert C. Byrd 
Health Sciences Center of West Virginia University 
in Morgantown, WV.
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The clubs were small, containing no more 
than 10 children and one high school teacher 
who served as a mentor. Their three main com-
ponents included having the children attend a 
summer camp on the West Virginia University 
campus, attending a weekly meeting during the 
school term, and doing a science project which 
would be presented at the end of the year, 
Branch explains.

“The first pilot project was targeted to some 
really rural places, and it was outstandingly suc-
cessful,” he says.

The program went through growing pains 
but eventually met its goals of sending these 
Appalachian students to college. The state even 
began to fund the program and provide free in-
state tuition to students who completed all require-
ments, Branch says.

Researchers have benefited from this commu-
nity-university foundation. Branch met with stu-
dents in the science clubs and convinced them to 
assist investigators with a study on obesity and 
diabetes in their communities.1

The youths became fledgling research assistants 
who were trained to collect data, visiting families 
in their areas.

“We had 210 students and their mentors, who 
were high school teachers, who were trained and 
credentialed to do research,” Branch says.

“Eighteen-year-old enthusiasts can actually get 
a lot done,” he says. “They started doing little 
projects, and each group has its own particular 
project in addition to the main part of the ques-
tionnaire.”

What also made this model work well was 
that the potential study participants were the 
very youths who were recruited to assist with the 
research. Half of the children and youth in the 
community were obese, and the young research 
assistants mirrored their community statistics.

“They identified with the topic and it was rel-
evant to them,” Branch says. “It was a study topic 
they had been thinking about in their own families 
and were having problems with themselves.”

This connection between the youths, their com-
munity, and the study topic resulted in successful 
study recruitment in a fairly short time period.

“I think there was an element of good organi-
zation, and an element of luck and an element of 
timing,” Branch says. “The students were very 
receptive to learning and to sharing information 
with their families.”

Because of the earlier community work, the 

outside investigators easily were able to obtain 
parental consent and the students’ assent, and the 
youth research assistants were able to obtain com-
pleted questionnaires from more than 140 rural 
Appalachian families within a nine month period, 
Branch says.

Also, the students participated in projects that 
tackled childhood obesity, including speaking with 
school administrators about changing school diets.

“It started out with the questionnaire, but 
expanded to seed projects to see what was accept-
able locally,” Branch explains. 

“We’ve also gone out and done some focus 
group research, asking questions of kids and kids’ 
parents,” he adds. “One of the next things we’re 
planning to do is start looking at the genetics of 
these families, so we asked the students if they’d 
like to know more about genetics and genetics 
research within their own families.”

The students have expressed considerable enthu-
siasm for this idea, and so the project will begin 
once government grant funding is obtained, he 
says.

“We’re just trying to show right now that we 
can get these students to collect data,” he adds. 
“We’re teaching them to do fingersticks and to test 
blood pressure, moving away from questionnaire-
type research to minimally-invasive research.”

These activities will take place in people’s homes 
as much as is possible. The high school students 
theoretically could even collect saliva with collec-
tion kits made for genetics research. But they can’t 
do a blood lipid profile, Branch notes.

“We’d have to bring people down to clubhouses 
for that,” he adds. “We’re taking this one step at 
a time, teaching the students how to do these min-
imally-invasive procedures, giving them a glucom-
eter and sphygmomanometer and teaching them 
how to use it.”

The students bring these to study participants’ 
homes and teach the families how to use them so 
they can track their own glucose levels and blood 
pressure readings.

This is a bottom-up approach to health care 
research, and so far it’s been working well.

Typically this type of research requires investiga-
tors to spend months or years building community 
trust and even longer to maintain that trust over 
the course of a study, he notes.

“I was lucky to take some ideas and hook them 
on top of an existing structure that was very well 
organized and right there in the community,” 
Branch adds. 
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Electronic hub helps 
translational research 
Hubs can work between various groups

A novel strategy that uses an informational hub, 
a communication hub, and a data hub is part 

of an electronic management-clinical translational 
research (eM-CTR) system that creates a bridge 
between basic science investigators and clinical 
physician researchers.

“The eM-CTR system is really a container, 
and in this container we have this hub-based 
system,” says Al A. Cecchetti, PhD, MS, MSIS, 
co-director of the Clinical Pharmacology Data 
Center at the Center for Clinical Pharmacology, 
University of Pittsburgh Department of 
Medicine in Pittsburgh, PA.

The hub-based system’s purpose is to facilitate 
fundamental clinical translational research, he 
says.

“Clinical translational research is more inter-
departmental, and eM-CTR is designed to bridge 
that gap,” he adds. “Because of the cost and time 
involved, the idea was to come up with a sys-
tem that would be inexpensive and could be put 
together quickly.”

The hub containers can connect, putting mul-
tiple studies together. But its purpose is to provide 
an inexpensive strategy that can quickly bring 
members of a team together, Cecchetti says.

Teams can range from three to 15 people, but 
often are most efficient with six members, he 
notes.

Researchers also have used the hubs to connect 
community groups with scientists and to assist 
with community networking.1,2

From the perspective of an eM-CTR system, the 
hub concept makes sense because it is quick and 
has a Web-based interface that can be understood 
by all involved, he says.

“We use SharePoint by Microsoft, and people 
are used to the rules on that platform,” Cecchetti 
says. “We don’t want busy people to learn new 

technology when they’d rather spend their limited 
time on research.”

Also SharePoint is relatively inexpensive, mak-
ing it affordable for departments that fund much 
of their own clinical translational research, he 
adds.

Here are some of the hubs positive attributes:
Hubs can facilitate both data sharing and vir-

tual meetings: The software is designed to handle 
data on forms and documents and provides an 
online meeting room with a contact list, team 
members, a calendar, and other features. The tech-
nology is embedded with a high level of security 
and rules, Cecchetti says.

“These were the things we thought were suffi-
cient for teams,” he adds. “It has a calendar where 
they can put information about who met, who 
didn’t, and what was going on.”

Team members can type in an agenda and other 
information into the calendar unit, so they won’t 
have to check their email accounts to recall meet-
ing dates and times.

“There are shared folders, and people will put 
items on their own computers, but when they 
come together teams meet in a virtual meeting 
room where the documents are located,” Cecchetti 
says. “These are located in the communication hub 
that people use.”

A busy physician easily can go into the hub, 
see the documents he or she needs, and avoid the 
hassle of making several phone calls.

Hubs provide accessible, detailed databases: 
After teams meet repeatedly, they’ll want to share 
data, and a data hub is available for this purpose.

“Overlap systems allow us to summarize data,” 
Cecchetti says. “We can see very quickly who was 
recruiting more subjects and who was recruiting 
less.”

Also, database hubs could contain forms and 
applications that are customized for a particular 
team or project. For example, a form that contains 
questions about subjects could be adjusted to elim-
inate all questions about pregnancy if the study’s 
subjects are entirely men.

“These can be set up with the complexity and 
security that’s needed,” Cecchetti says.

Data can be de-identified and made confidential 
so that only the study’s investigator has access to 
the data.

The electronic technology also lets research-
ers know instantly which data are coming in and 
which are missing so they can fill in the gaps.

Hubs enable communication that is convenient 
for team members: Time is an issue for most 
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researchers, so it’s difficult to train them on new 
technology or other skills they’ll need for a par-
ticular study.

“If you wait for them to use new technology 
then the study might be over,” Cecchetti says. 
“So the communication hub allows me to set 
up a mechanism where people can meet and 
bring in a person like me who helps them use 
the technology.”

Cecchetti can help investigators join meet-
ings quickly through the communication hub, 
and he could insert images and instructions 
directly on their desktop via remote electronic 
technology.

“The nice thing about that is with a team you 
could bring in people who might not have time 
to attend a meeting, like a lab person,” Cecchetti 
says. “The information is online for them, and the 
person could join the meeting without stopping 
what they’re doing, or they could join the meeting 
at 10 p.m. when they’re home.”

This flexibility also makes the communication 
hub ideally suited for studies in which community 
residents meet with investigators in the virtual 
meeting space, he notes.

“We don’t want a system that only works from 
8 to 5,” Cecchetti says. “We need a flexible sys-
tem.”

Another benefit to the electronic hub system 
is that it can be easily created and destroyed.

“They’re designed to be set up very quickly 
without having to ask for money up front,” 
Cecchetti says. “You can use the information 
hub to create a meeting place, the data hub to 
collect small amounts of data, and if the study 
doesn’t receive funding then you can remove 
the hubs.”

For successful studies, the hubs can be kept 
for seven years, remaining static even as research 
teams change, he notes.

So if an original lab person leaves, the lab data 
remain in the hub for the next person to access, 
Cecchetti says.

“People come and go, but the information hub 
stays stable,” he adds.
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Better budget writing 
in these lean CT times
Consider three main types of costs

Clinical research (CR) site managers might have 
noticed a recent trend of being sent very tight 

clinical trial budgets as pharmaceutical companies 
and other sponsors adjust to the continuing reces-
sion.

This trend makes it even more crucial that CR 
sites have accurate and detailed knowledge of their 
own expenses and costs. Their budget-writing 
skills should be honed and improved to ensure 
they won’t lose money when conducting trials.

CR sites need to know their costs and per-
form an analysis of study budgets regardless 
of whether their clinical trial is funded by gov-
ernment grants or commercial sponsors, says 
Angela Fornataro McMahill, JD, CHRC, CHC, 
CCRA, director of the University of California – 
San Diego (UCSD) health sciences research com-
pliance program.

“You need to understand the protocol-related 
activities and requirements, what the standard of 
care vs. research for the subject population, obtain 
any necessary clarifications regarding the study 
activities, and describe specific costs per visit in 
detail,” McMahill says.

This might require a clinical trial director to 
move out of his or her comfort zone since budget-
ing isn’t an area for which there’s much research 
training.

“Often times folks in research are not com-
fortable with budgeting and finance,” McMahill 
notes.

Large research sites or academic medical cen-
ters may have specific people assigned to handling 
budgets, but for the average CR site this is a skill a 
researcher or director might need to acquire.

McMahill offers this outline of how to create an 
accurate and thorough study budget:

Know your overall costs. 
The first step is to read, understand, and ana-

lyze the protocol to determine the study-related 
activity the site is being asked to perform. 

Next, the budget writer should discuss the pro-
tocol with the principal investigator (PI) to make 
certain the site has all of the necessary equipment 
and supplies and to determine the amount of clinic 
space that will be needed, McMahill says.

The budget should be created with three sepa-
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rate components: start-up, per subject, and vari-
able costs.

Determine start-up costs.
The budget’s start-up costs should include every 

expense required as a site prepares for a clinical 
trial, McMahill advises.

“Make sure start-up costs include all the 
expenses that will be incurred specific to that trial 
before you enroll the first study participant,” she 
says. 

These costs may include the following:
Investigator’s time;
IRB preparation time;
IRB fees;
Investigational drug (IND) service fees;
Screening costs;
Equipment purchased;
Administrative costs;
Study coordinator time;
Clerical support.
Determine the per subject costs.
The per subject costs include all of the activi-

ties required by the protocol. These include every 
study activity required to take place at each visit. 
In addition to the activities and events specified in 
the protocol, the per subject costs should include 
professional fees and staff time.

This category of expenses also includes hidden 
costs, such as drug dispensing fees, stipends paid 
to subjects, clinic fees, and direct costs, which 
might include utilities, rent, and other infrastruc-
ture costs.

“If you’re required to perform a service in a pro-
tocol, then you should cost out what amount of 
time it will take,” McMahill suggests.

For example, when looking at study coordinator 
time, a site should be careful to include both the 
time the coordinator spends with subjects and also 
the preparation and documentation time, she adds.

“We find that the study coordinator time is 
one of the most underestimated costs,” she says. 
“Someone might see that the protocol calls for a 
one-hour study visit, and so they’ll count that as 
one hour of the coordinator’s time.”

But the reality is that the study coordinator will 
need time before that one-hour visit to prepare for 
the visit and time after the visit to complete the 
source documents and other administrative tasks, 
she adds.

Each study and each site will require different 
amounts of this time, so the budget writer should 
base these estimates on previous experience. 

And don’t forget miscellaneous hidden costs, 

McMahill advises.
“Factor in stipends, travel costs, sample prepa-

rations, time to process, package, and ship prepa-
rations, bandages, alcohol wipes, needles, etc.,” 
McMahill says.

Participant cost analysis also requires a deter-
mination of which activities are standard of care 
and which should be billed to the study.

“If the activity is performed solely for study 
purposes then we expect the sponsor to pay for 
it,” McMahill says. “We rely on the physician to 
make a determination of what’s standard of care 
versus research.”

Sponsors do not dictate which activities are 
standard of care, because that is an institution 
specific decision, McMahill says.

Factor in variable costs.
Variable costs include protocol-related activi-

ties that may occur during the conduct of the 
clinical trial. Line items may include IRB fees for 
additional submissions, translation of study docu-
ments, serious adverse event monitoring/process-
ing, responses to data queries, etc.

For example, a protocol might say that if a 
study participant experiences a certain type of 
event, then the investigator may be required to 
perform additional tests or services.

“If this does occur, you want to make sure 
you include it in the budget and receive reim-
bursement for the service and study team time,” 
McMahill says.

“Sponsors may not like these, but you want 
to make sure if they do occur that your costs are 
covered,” McMahill says. 

One strategy is to use budget footnotes that 
spell out specific things like the enrollment time 
period and monitoring frequency so that if a 
study exceeds the amount of time outlined in the 
protocol the study coordinators’ extra time spent 
on these tasks can be reimbursed by the sponsor, 
she adds.

“Say the monitor is scheduled to visit once a 
month but then doubles the scheduled visits, well 
every time the monitor visits it requires someone’s 
time, and that time should be reimbursed,” she 
says.

McMahill recommends drafting the budget in 
an Excel spreadsheet format, showing detailed 
lists of various items.

“I like to list details so there’s no mystery 
about how I came up with the study budget,” she 
says.

After writing the budget, the budget writer 
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should show it to the investigator and study coor-
dinator because they have a critical role in bring-
ing in the study on budget.

Their review will help ensure that no details 
have been overlooked or underestimated.

“They might point out something you’re miss-
ing,” McMahill says. “You’ll need to know their 
actual costs so if the PI says, ‘I really need addi-
tional time, or this is not enough to cover this par-
ticular exam or service,’ you can include what the 
investigator says into the final budget.”

McMahill also recommends writing a budget 
before looking at the sponsor’s proposed budget so 
you won’t be influenced by cost numbers that may 
be too low to complete the work.

“After there is a final draft site budget, 
McMahill recommends comparing it with what 
the sponsor was offering to see if there is anything 
that was not included.

Ultimately, the study budget should reflect 
no less than what it costs the site to perform the 
research successfully.

“Clinical trial budgets are much leaner than 
they used to be, so sites have to come up with 
more efficient ways of starting up and running a 
trial,” McMahill says. “But sponsors want you to 
succeed and bring back data, so they have to pay 
us to do the trial right.”  n

Web-based compliance 
makes audit efficient
All investigators are evaluated

The Philadelphia-based University of 
Pennsylvania School of Medicine’s auditing 

program meets the very ambitious objective of 
auditing 100% of investigators participating in 
human subjects research. 

“There are between 725 and 800 investigators 
we evaluate,” says Ann N. Sieber, MS, CIP, direc-
tor of research compliance at the school of medi-
cine’s office of human research.

“Our auditing team evaluates principal investi-
gators (PIs) in 28 departments every year,” Sieber 
says. “We evaluate each investigator for the type 
of research they’re doing.”

The auditing team of four experienced senior 
regulatory specialists focuses on studies with 
greater than minimal risk, a category that encom-
passes some 1,200 studies each year.

“Anyone who has an IND or is a faculty spon-
sor will be evaluated every year,” Sieber says. 
“Any study related to an IND sponsor is audited 
every year, if not more frequently, depending on 
the IRB risk categorization.”

The daunting task of collecting, analyzing, 
and communicating audit findings is managed 
efficiently and effectively through the use of Web-
enhanced information management.

“Information management for our audit find-
ings is a vital support for completing our mission 
of human subjects protection and oversight,” 
Sieber says. “This Web-based system was devel-
oped because we felt very strongly that managing 
these findings as a result of our audits is vital for 
identification of issues, for follow-up and tracking 
any findings related to the regulatory compliance 
audit.”

The office of human research chose to use Web-
based data management so the system would be 
secure and static and because it could be designed 
collaboratively with the school of medicine’s infor-
mation systems (IS) department.

“We found that commercial systems were not 
exactly meeting our needs; they were maybe too 
costly, too complex,” Sieber says. “So it was 
important we had a Web-based system to enhance 
communication between the office of research and 
coordinators.”

The IS experts collaborated on a database 
design that would address these specific issues:

Who would be using the Web-enhanced data-
base?

What kind of storage space would be needed?
How could the database be used for retrieval 

and access?
What data points would be collected?
Which standards would be carried over from the 

established standard operating procedures (SOPs)?

In praise of good ‘listeners’

“Our IS collaborators were terrific listeners, and 
they created workable mock-ups for our work-
group to use and play with,” Sieber recalls. “Our 
first roll-out was within 18 months of that first 
meeting.”

The final database is an Oracle-based system 
that is very user friendly, Sieber says.

“It’s a comprehensive, Web-based system that 
is designed so there’s a portal for both principal 
investigators as users and auditors as users,” she 
explains. 
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“We rolled out this system in January, 2009, 
and 100% of our audits since then have been man-
aged through this Web-based system,” Sieber says.

The implementation went smoothly precisely 
because of the thorough planning and preparation 
process, she says.

“We did so much work on clarifying what our 
needs are, what our user profile is, and which 
utility we needed that except for a few bugs and 
tweaks, it’s worked well,” she adds.

Auditors use it as a tool during a study audit. 
They can assess and register the audit, plan out the 
number of days the audit might take, and have all 
of the basic study information at their fingertips.

“The system’s logic mimics what we’ve been 
doing all along,” Sieber says.

Only the auditors can see the part of the system 
that involves the auditing process.

The system sends an email query to investigators, 
saying that an audit date has been established.

“We have a standardized data gathering system 
for a compliance audit, and that’s hand entered in 
a series of query windows by the auditor,” Sieber 
says. “Then we follow the usual process to discuss 
the audit itself at weekly meetings, discussing find-
ings and compliance categorization.”

When the audit report is created, the system 
automatically sends a note to the coordinator and 
PI that there’s an audit report ready for review, 
she adds.

“We ask them to respond within a certain 
period of time, and we give the coordinator 
instructions to log-in with a Penn key, which is 
a secure, institution-wide key that a PI also can 
use,” she explains. 

The coordinator answers some questions on 
the report and has the PI review and certify the 
responses. Then an email is sent to the auditor, 
who reviews the responses, either accepting the 
answers or asking for clarification, Sieber says.

When an audit is closed with all issues resolved 
and all reporting completed, all notes related to 
the audit are uploaded and archived on the server.

“We can access the information at any time,” 
Sieber says. “When we plan for the next year, 
we have source descriptions of what happened in 
audits, as well as the final reports.”

The Web database is on a secure, shared drive 
that is static, based on a log-in to the network. It 
serves as a permanent investigator file. A college 
dean could log in remotely, review the audit and 
see all of the supporting documents associated 
with the audit, she explains.

The system is electronic from beginning to end, 
and this works much better than the previous 
paper-based report system, Sieber says.

“Your report is right there when you need it, 
and you can review your findings and answer 
questions in a window with a block set of 
responses,” she says.  n

Participatory strategies 
for translational research 
Work closely with operation leaders

Research organizations nationwide are looking 
for ways to improve links between health care 

research and health care practice. Still, transla-
tional research remains challenging.

Now one recent study has found an approach 
that sustains translational research and improves 
health care quality.1

Investigators found that applying the principles 
of community-based participatory research to 
studies involving health care clinicians and leaders 
could improve transitions from clinical studies to 
clinical practice.1

The approach was used in conjunction with 
PHASE (Preventing Heart Attacks and Strokes 
Everyday) research.

“We applied these community-based research 
principles to this project from the very beginning,” 
says Julie A. Schmittdiel, PhD, a research scientist 
with Kaiser Permanente Division of Research in 
Oakland, CA.

PHASE research involved about 300,000 adults 
at high risk of a cardiovascular event. The goal 
was to find the best ways to care for these indi-
viduals and prevent a heart attack.

Researchers worked with operation leaders 
from the very beginning, even during the planning 
stage of seeking funding and plotting the study’s 
execution, she says.

When investigators wrote a grant proposal, they 
included a clinical leader.

“We were thinking of the community as health 
plan leaders, and we’d have a patient outreach 
team in this community,” she says. “We wanted 
to have a true partnership with clinical leaders and 
work together as much as possible.”

Once the study received funding, investigators 
took further steps to involve the community of cli-
nicians and clinical leaders. 
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CNE/CME OBJECTIVES / 
INSTRUCTIONS

The CNE/CME objectives for Clinical Trials 
Administrator are to help physicians and  
nurses be able to:
• review pertinent regulatory mandates;
• develop practical clinical trial oversight strate-

gies;
• review best practices shared by facilities that suc-

cessfully conduct clinical trials.

Physicians and nurses participate in this medical 
education program by reading the issue, using the 
provided references for further research, and studying 
the questions at the end of the issue. 

Participants should select what they believe to be 
the correct answers, then refer to the list of correct 
answers to test their knowledge. To clarify confusion 
surrounding any questions answered incorrectly, 
please consult the source material. 

After completing this activity at the end of each 
semester, you must complete the evaluation form 
provided and return it in the reply envelope provided 
to receive a letter of credit. When your evaluation is 
received, a letter of credit will be mailed to you.  

COMING IN FUTURE MONTHS

“The first thing we did was create an advisory 
board of people doing population care outreach at 
our facility,” Schmittdiel says. “We had a clinical 
leader for the program and operations folks at the 
regional level who were partners on the study.”

Investigators used the community-based partici-
patory approach to resolve one challenge involving 
the design of a cluster-randomized study.

“As soon as we started, we brought in an advi-
sory board to learn how they were doing things 
correctly at the facilities and how to provide oper-
ations that work well,” she says.

Front-line knowledge

Investigators worked with facilities that were 
not participating in the study to gain front-line 
knowledge that would help in the study’s execu-
tion.

“This was different than how studies like this 
are often done,” Schmittdiel says. “Typically, 
researchers will go to some meeting to raise hands 
for decisions.”

Instead, investigators sought a participatory 
process. Through this approach, they learned 
that each health care facility handled the PHASE 
program differently, and these differences could 
impact the study’s execution.

“We would never have realized this if we hadn’t 
been talking with clinicians,” Schmittdiel says. 
“We had to take these differences into account 
and build a study that was flexible enough to 
accommodate different approaches at the commu-
nity level.”

If they hadn’t learned this through the commu-
nity participatory approach, then they might have 
given out information that was not useful or that 
could not be put into practice by clinicians, she 
adds.

“If we had built our own data fields without 
any idea of how they would be used, then they 
wouldn’t have fit into the workflow,” Schmittdiel 
adds. “The field of health information technology 
is littered with things where you build fancy sys-
tems and people don’t use them.”

Once the participatory research system was put 
in place, they randomized different facilities to 
receive the intervention or not.

“We took the approach of this being a partici-
patory process and a practical clinical trial where 
we weren’t unmasking the data to see what was 
happening, but we were trying to get feedback 
from people using the information about how suc-

cessful it was,” Schmittdiel explains. “We thought 
of it as a peer support kind of thing; we were there 
to have them explain things to us, and we’d learn 
together what was working for them and what 
was not.”
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9. Which of the following describes a goal of 
community-based participatory research (CBPR)?
A. Researchers drop in to educate the community 
during a study recruitment period
B. Researchers build up a relationship and trust with 
a community over time and then begin introducing 
research projects to the community
C. Researchers hire professional recruiters who visit 
community sites to discuss the study with potential 
subjects
D. All of the above

10. Which of the following is an advantage to using 
electronic hubs for managing clinical trial research?
A. Hubs can facilitate both data sharing and virtual 
meetings
B. Hubs enable communication that is convenient for 
team members 
C. Hubs provide accessible, detailed databases
D. All of the above

11. in writing a study budget, which are the main 
category of costs to include?
A. Start up costs, per subject costs & variable costs
B. Start up costs, facility costs, close-out costs
C. First subject enrollment costs, site visit costs, data 
analysis costs
D. None of the above

12. When designing an information systems 
database which of the following issues should be 
addressed?
A. Who would be using the Web-enhanced 
database?
B. What kind of storage space would be needed?
C. How could the database be used for retrieval and 
access?
D. All of the above

Answers: 9. B; 10. D; 11. A; 12. D

CNE/CME QUESTIONS


