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Researchers’ misconceptions often 
prevent enrollment of minorities 
Research ethical experts offer advice

The fear of rejection due to stigma sometimes stops investigators from 
approaching minority communities about enrolling in research studies. 
This is a misconception that needs to be addressed and corrected, clini-

cal research ethical experts say.
The attitudes and beliefs of principal investigators (PIs) and the research 

team are the chief problem in low minority participation in research, says 
Stephen Thomas, PhD, a professor of health services administration and the 
founding director of the Maryland Center for Health Equity at the University 
of Maryland in College Park, MD.

“The literature is full of examples, and the whole narrative has been built 
around resistance of minorities in research,” Thomas says. “From Tuskegee to 
Henrietta Lacks, we know the distrust on the part of the [African American] 
community has been earned.”

But this is not the chief barrier to minority clinical trial participation that 
many people believe, he adds.

“Our evidence suggests that African Americans and Latinos believe science 
and research are important, but they are not being asked to participate,” he 
adds. “Our concern is that they’re not being asked because principal investiga-
tors and staff believe they’ll be rejected if they asked or that they believe this 
is a population that is difficult to recruit and retain or that it will hurt their 
accrual numbers.”

A recent study about the inclusion of African Americans in genetic studies 
found that 71% of eligible African Americans approached in telephone screen-
ing calls agreed to participate in a smoking study; 57% of eligible European 
Americans participated in the study.1

Investigators found that subjects could passively avoid participation by 
refusing the telephone screening or declining to answer the phone. This type 
of passive avoidance was inversely correlated with the proportion of African 
Americans in the zip code. The zip codes with the highest proportion of 
African Americans had the lowest rates of refusing telephone screening and 
not answering the phone.1

 “I think the take-home message is that it’s important to include minorities 
in studies, and they want to be included in studies when they’re approached,” 
says Sarah McConnell Hartz, MD, PhD, an instructor at the Washington 
University School of Medicine, department of psychiatry in St. Louis, MO. 
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(See story on African Americans and genetic studies, 
p. 135.)

The barriers to minority participation in research 
appear to be related more to researchers’ perceptions 
about how minority communities might respond 
more than to the communities’ actual response. 
Research institutions can turn this trend around 
by educating investigators and research staff about 
minority recruitment.

“We just completed a random household survey, 
and it was amazing how the statistics of African 

Americans and Latino Americans showed they were 
not be asked to participate in studies,” says Mary 
A. Garza, PhD, MPh, an assistant professor in the 
department of behavioral and community health and 
associate director for the Maryland Center for Health 
Equity, University of Maryland School of Public 
Health.

When African Americans and Latinos were asked 
to participate, they said “yes” more often than “no,” 
Garza adds.

The survey highlights the need for better education 
for investigators, research staff, and the community, 
she notes.

“We’re hoping to address this issue in a curricu-
lum,” Garza says. “We’re developing two curriculum 
– one for researchers and one for the community.”

The curriculum contains modules and will aim 
to educate the community about the importance of 
participating in research. It also will focus on skills 
building and contain interactive videos and activities, 
Garza says.

For researchers, the education will focus on the his-
torical context of research abuses and how to access 
communities and build community partnerships, she 
adds.

Educating researchers about recruitment, and par-
ticularly about recruiting from minority communities, 
is fairly new.

“To what extent are researchers trained to recruit, 
in general?” says Sandra Crouse Quinn, PhD, asso-
ciate dean for public health initiatives, school of 
public health and a professor of family science at the 
University of Maryland. “And are they trained in par-
ticular issues and strategies for recruiting from minor-
ity communities?”

Research professionals need to overcome their 
internal barriers and beliefs related to thinking that 
any particular population is more willing to partici-
pate in studies than some other population, Quinn 
notes.

Recruiting minorities might take extra time, as 
would recruitment of any new group.

“If you were going out to recruit any group what 
might you do beforehand: would you form focus 
groups, do literature searches, ask other investigators 
what has worked for them?” Quinn says. “People are 
waiting to be asked to participate, but you may have 
to stretch your boundaries.”

Research institutions could educate research staff 
about how to enter a new community to build part-
nerships, Garza says.

“I practice community-engaged research and have 
partnerships with key leaders of the community,” 
Garza says. “It’s a two-way street; the key thing is 
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that participants need to be informed and often times 
they’re the last ones to know what’s going on.”

A common research approach will have investiga-
tors ending contact with the community when the 
study is complete. But this is a mistake, she says.

“These community relationships should be long-
lasting,” Garza says. “Dr. Thomas calls it the drive-
by researcher; we should use the community as our 
greenhouse as opposed to our laboratory.”

Community relationships with investigators should 
strengthen and grow with each study, she adds.

Another strategy would be to reach out to commu-
nity partners to seek their opinion on the best ways to 
reach a particular audience, Quinn says.

“If you have other studies where you recruited 
people from this population, ask them what made 
them willing to participate,” Quinn suggests. “Do 
your homework in a number of ways.”

Retention of minority participants also worries 
investigators. Some of the same strategies used in 
recruitment will work with retention, but the key for 
retention is the informed consent process, Garza says.

“If you build respect and have a caring atmosphere 
in the beginning then that subject is more likely to 
stay with you,” she says. “Stay in constant contact 
and provide follow-up, and keep them informed of 
what’s going on; communication is very important.”

Investigators should keep in mind that word-by-
mouth marketing is powerful: research participants 
might spread positive words about a research team 
that has treated them well, and they might steer peo-
ple away from researchers who do not work at build-
ing these relationships, Garza says.

Research institutions can improve minority par-
ticipation in studies by building an infrastructure 
that supports clinical trial inclusion of minorities and 
women, Thomas says.

“We have successfully demonstrated how it’s done 
by building an infrastructure called the CRAB — 
community research advisor board,” he says. “People 
from common walks of life and populations we’re 
trying to recruit from and investigators and staff sit 
on a research advisory board.”

The CRAB reviews all study proposals that have 
implications for human subjects, he adds.

“The board doesn’t do a thumbs up or thumbs 
down, but the CRAB model is a way for investigators 
to interact and engage with the community,” Thomas 
says.

The community board also can assist with dissemi-
nating research results.

“Often times, the community participant just 
wants to understand what’s going on with the study, 
Garza note.

Each area of research, including oncology and car-
diovascular disease, could have its own CRAB.

“The problem is finding someone to maintain the 
CRAB if it’s not tied to one disease or one grant,” 
Thomas notes. 

“There are missing infrastructure components,” 
he explains. “When we talk about building trust, our 
icon is a bridge, but that bridge needs to be main-
tained.”

Each research institution will need to make this 
decision, and it could differ from place to place.

“It could be the centers for minority health or a 
healthy equity office,” Thomas suggests. 

“We’ve developed community training and 
researcher training, and we’re rolling out the training 
as we speak,” he adds.
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African Americans will 
enroll in CTs: just ask
Socio-economics can be barrier

A recent study involving recruitment for a nico-
tine dependence trial has found that African 

American populations are open to involvement in 
clinical research when asked.1

Investigators made attempts to contact more 
than 78,000 people and conducted telephone 
interviews with 28,658. They compared zip codes 
with less than 5% African Americans to zip codes 
with at least 60% African Americans, and found 
the latter group was significantly more likely to 
answer the telephone and less likely to refuse the 
telephone interview than was the group in the zip 
code with very few African Americans.1

The participation rate among European 
Americans was significantly lower than the par-
ticipation rate of African Americans.1

“Many people told the study’s principal inves-
tigator that it would be very difficult to conduct 
this study because of the participation of African 
Americans,” says Sarah McConnell Hartz, MD, 
PhD, an instructor at the Washington University 
School of Medicine, department of psychiatry in 
St. Louis, MO.
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This turned out to be an unfounded concern.
“Once we got ahold of [African Americans], 

they were very likely to participate,” Hartz says. 
“They were even more likely to participate than 
European Americans in the region.”

The only obstacle to enrollment of African 
Americans was that it was more difficult to find 
members of this population, an issue confounded 
with socioeconomic status, she adds.

“The communities with a high proportion of 
African Americans were also communities with 
high rates of poverty and frequent household 
moves, so the registered addresses and phone 
numbers were incorrect,” Hartz says. “But that’s 
not to say they won’t participate in research; they 
were very willing to participate.”

The study traced subjects from random selec-
tion in the community through participation 
in a telephone interview and recruitment in a 
genetic study. Investigators evaluated each step 
of recruitment to see which posed barriers for 
recruiting African Americans, and their first find-
ing was having considerable difficulty in locating 
subjects in zip codes with higher proportions of 
African Americans.1

Once investigators obtained the correct phone 
number, they found that African Americans were 
more likely to answer the phone and more likely 
to participate in the telephone interview. When 
they were identified as eligible for the study, they 
were more likely to participate in the genetic 
study, as well.1

“We had to keep trying to find people,” Hartz 
recalls. “But once we could contact them, it 
seemed like a major barrier had been overcome.”

This particular barrier might be different now, 
some six years after the telephone interviews were 
conducted, because in 2005, cell phones were less 
ubiquitous, she notes.

“I’ve heard that finding people now is some-
what different than finding people before cell 
phones became a primary means of communica-
tion,” Hartz says. 

“We wanted a random sample from the com-
munity, so we went to the drivers’ license registry 
in Missouri,” she says.  “We were recruiting peo-
ple who had smoked 100 cigarettes in their life, 
and then we distinguished between dependent 
smokers and nondependent smokers and those 
who no longer smoked.”

The driver’s license database no longer is avail-
able, and technology has altered the way inves-
tigators might go about this type of study, so it 
could be more challenging to recruit now, she 

adds.
“We have to use the technology we have now 

and the culture we have now to physically get 
ahold of people,” Hartz says.

While socioeconomics might have played a role 
in locating African Americans to recruit for this 
study, it should not be seen by researchers as a 
common barrier, an expert suggests.

“Economics may play a role, but in a number 
of minority communities, most people now have 
cell phones,” says Mary A. Garza, PhD, MPh, an 
assistant professor in the department of behav-
ioral and community health and associate direc-
tor for the Maryland Center for Health Equity, 
University of Maryland School of Public Health.

“Just because they’re poor doesn’t mean 
they’re hard to recruit,” Garza says. “Yes, 
poverty has its issues and it may contribute to 
that, but I don’t think just for the sake of being 
poor that people will not want to participate in 
research.”

Also, the technological shift means people 
can keep their cell phone number as they move, 
which might make it easier to keep in touch with 
subjects even as they move from one city to the 
next.

Some of the strategies investigators used to 
reach potential participants included first mailing 
out letters that introduced people to the study. 
Then a research professional would call people 
and read from a telephone recruitment script, 
Hartz says.

“We asked them questions to determine if they 
were eligible, and if they were eligible they were 
invited to participate,” Hartz says.

The take home message for researchers is that 
while European American researchers might be 
more comfortable reaching out to communities 
with similar ethnic backgrounds, they can include 
more minorities in their studies by finding ways 
to engage these communities, as well, Hartz says.

“It’s definitely easier to do what we always do, 
which is reaching out to white men,” she adds. 
“I don’t think researchers have been actively dis-
criminating, but it’s just the easiest thing to do, 
so it’s important that we acknowledge this has 
been happening.”
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FDA’s risk targeting apt 
to find more mistakes
Sponsors receiving warnings too

The U.S. Food and Drug Administration (FDA) 
in recent years has shifted its focus in ways 

that are resulting in more warning letters and 
audits conducted based on risk analysis targeting. 
Also, sponsors are being held responsible for what 
research sites do, and their own decisions about 
which sites to select for studies are being ques-
tioned by regulators.

“FDA warning letters are coming out more 
frequently now, and some in the research commu-
nity feel they’re coming out for things that people 
wouldn’t have gotten a warning letter about eight 
years ago,” says David Vulcano, LCSW, MBA, 
CIP, RAC, assistant vice president and respon-
sible executive for clinical research at Hospital 
Corporation of America (HCA) in Nashville, 
TN. Vulcano also is past-chair of the board of 
trustees for the Association of Clinical Research 
Professionals (ACRP).

“Overall, sites are doing better on their FDA 
audits based on historical trends,” Vulcano says. 
“For those not doing well, a greater percentage is 
receiving warning letters.”

According to Vulcano’s data, the FDA’s Center 
for Drug Evaluation and Research (CDER) issued 
22 warning letters to clinical investigators in 2009, 
nearly twice as many as in 2008, and significantly 
more than at any other time in the past 12 years. 
Warning letters from the Center for Device and 
Radiological Health (CDRH) peaked in 2004 with 
24 warning letters and 2005 with 21 warning let-
ters, but had fallen to just four in 2009. And the 
Center for Biologicals Evaluation and Research 
(CBER) also have fallen considerably – to just one 
letter in 2009. Eleven of these letters from CBER 
were issued in 2000. (See story on how to prevent 
regulatory problems, p. 138.)

“The largest percentage of letters are coming out 
of the drugs division of the FDA,” Vulcano says. 
“They’ve had the largest increase in the amount of 
warning letters; biologics have faded out.”

Another trend Vulcano notes is that the FDA 
now is sending more warning letters to drug trial 
sponsors. CDER had not sent out any of these 
warning letters to sponsors before 2006.

For device trials, the CDRH’s trend has 
switched from all letters going out to sponsors and 

clinical research organizations (CROs) prior to 
2002 to all letters going out to sponsor-investiga-
tors since 2004.

One of the clinical research changes highlighted 
by the FDA’s shifting focus is that the agency 
recognizes that study oversight is interconnected 
between the various parties, including sponsors, 
IRBs, clinical investigators and CROs, Vulcano 
notes.

“They’re holding sponsors responsible for 
ensuring the monitoring of the studies,” Vulcano 
says. “In other words, if the site is so egregious 
that they need a warning letter, the question asked 
is, ‘Where was the sponsor? Why didn’t they moni-
tor this?’”

Sponsors are even being held responsible for 
selecting poor performing sites. In one letter, the 
FDA commented that the sponsor had failed to 
select a qualified investigator to conduct the study. 
When the investigator was found to be not recom-
mended for lack of regulatory compliance, the 
sponsor had used the investigator and site anyway, 
the FDA warning letter states.

In another shift, the FDA began to send warning 
letters to both investigators and sponsors, Vulcano 
says.

“The FDA wanted to make sure the trial was 
conducted according to the plan and wanted spon-
sors to ensure that investigators were conducting 
the study according to the plan,” he explains. 
“They’re holding both accountable.”

The FDA’s recent warning letters to sponsors 
show that the agency holds the sponsor, more 
than the CRO responsible for site selection. So if 
a clinical trial site is noncompliant and there were 
readily available warning signs that this site would 
have problems, the sponsor is responsible for this 
failure, Vulcano says.

One FDA sponsor letter Vulcano highlights 
states, in part, “Based on your response, it appears 
that you either failed to actively participate in 
selection of the site or failed to review and address 
the study monitoring report that recommended the 
site not be used.”

This shows that regulators are serious about 
investigator selection and wants sponsors to ensure 
their sites are compliant, Vulcano says.

Clinical trial sites soon will see another new 
trend in regulatory audits: the FDA is shifting to 
an integrated model of selecting sites for inspec-
tion based on more precise risk analyses. While the 
agency is not publishing all the details of this new 
model, which uses a multi-attribute algorithm, 
it would appear that the goal is to inspect fewer 
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Clinical trial sites sometimes make regulatory 
audit situations worse by failing to respond 

with comprehensive corrective action plans, an 
expert says.

The U.S. Food and Drug Administration (FDA) 
typically has several first responses to a clinical 
trial site inspection, including no action indicated, 
official action indicated, and voluntary action indi-
cated. The ideal finding would be the first one, says 
David Vulcano, LCSW, MBA, CIP, RAC, assistant 
vice president and responsible executive for clinical 
research at Hospital Corporation of America (HCA) 
in Nashville, TN.

“The official action indicated response typically 
is your warning letter, and that’s the least desired 
response,” he adds. “With the voluntary action 
response, the FDA will make suggestions but usually 
won’t take any further actions against the site.”

The FDA’s Bioresearch Monitoring program’s 
enforcement begins with on-site inspections, 
followed by a Form 483 if there are findings. 
Researchers have an opportunity to respond to the 
Form 483, but if their response is inadequate or if 
the findings are particularly extensive, then the FDA 
will send out a warning letter. If the investigator’s 
response is lacking, the FDA’s next step would be a 
Notice of Initiation of Disqualification Proceedings 
and Opportunity to Explain Letter. Again, the 
research site has an opportunity to respond. A failed 
response could result in a Notice of Opportunity 
for Hearing letter, and this is followed by a judicial 
hearing.

The hearing could result in regulatory sanctions 
and restrictions, according to Vulcano’s recently 
published paper on the subject, titled, “The ‘New 
Normal’ of Regulatory Oversight of Clinical 
Investigators.”

“When the FDA cracks down, it’s harder than 
it used to be,” Vulcano says. “When they changed 

a couple of years ago to the six-step enforcement 
process, the cycle time to get warning letters out was 
decreased.”

Although Vulcano has not measured the turn-
around time recently, his historical data show that 
the medial time from the departures of the field 
inspectors to the date the site got the warning letter 
was about 120 days, he says.

Research sites often can steer clear of problems 
by sending the FDA a well thought-out corrective 
and preventive action plan, he adds.

“Writing those plans is something that is not to 
be taken lightly,” he says. “The FDA clearly is not-
ing when a site has a plan that is corrective, but not 
preventive.”

For example, if a site’s problem was that a study 
coordinator was noncompliant with regulations, 
then the corrective action plan would fail to satisfy 
the FDA it merely states that the coordinator was 
fired, Vulcano explains.

“That doesn’t tell them how the site will prevent 
the next study coordinator from having the same 
problem,” he adds. “A lot of FDA warning letters 
point out how sites do not focus on the preventive 
piece.”

So when sites take action to correct their mis-
takes, they should document these actions plus all 
measures they take to prevent future problems, 
Vulcano says.

In the example of the fired study coordinator, 
preventive actions might include a retraining pro-
gram for all staff with a focus on compliance and 
the use of checklists/tools to ensure proper proce-
dures are followed, he adds.

Good corrective action plan responses will 
include specific documentation about how the site 
corrected inaccuracies and an acceptance of respon-
sibility rather than shifting the blame to the monitor 
or staff.  n

Examples of how to avoid regulatory snafus
Preventive actions are important

well-organized and compliant sites and more sites 
that have multiple noncompliance issues, Vulcano 
notes.

The FDA’s risk-based analyses uses material 
submitted to the FDA and assigns a risk-based 
score to the investigator site. This could include 
information about the site’s enrollment, prior 
inspection history, safety data reporting, site loca-
tion, complexity of study design, and efficacy 

results.
“It’s a much more complex formula with other 

variables to determine where they’ll prioritize their 
selection of where to go to inspect sites,” Vulcano 
says. “This is used as an internal method to tell 
them where to inspect, but they won’t tell inves-
tigators what their risk score is, nor tell sponsors 
what their investigator’s risk score is.”

CDER is piloting the new system, he adds.  n
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Program makes case for
more face-time education
Compliance is monitored electronically

All research institutions provide some ongoing 
education and training to staff, but these pro-

grams often are variable and dependent on which 
department is in charge. Any system-wide training 
might be a little light on instructor face time because 
electronic training and education is easier and less 
expensive to disseminate.

A better approach would be to build a coordi-
nated education and training program that enhances 
professional development and has high performance 
standards, says Tony Onofrietti, MS, CRSS, director 
of research education at the University of Utah in Salt 
Lake City, UT.

The University of Utah spent more than a year 
developing a coordinated education program called 
the Research Administration Training Series (RATS), 
which has resulted in high attendee satisfaction, 
high proficiency in educational materials, and has 
attracted interest both nationally and on the interna-
tional research arena.

“We wanted to promote a culture of compliance 
and research integrity,” Onofrietti says.

“We had subject matter experts in most of the top-
ics right here on campus, so we felt there was a lot of 
training being done on campus in different areas,” he 
adds. “But there wasn’t one centralized, coordinated 
program.”

Training was spread across different entities, 
including the IRB, the office of sponsored projects, 
the financial and business services, environmental 
health and safety, etc.

“But there was not one program where all content 
was available and cross-referenced and where experts 
could provide their talents to the program in a coor-
dinated manner,” Onofrietti says.

Onofrietti, the associate vice president for research 
integrity and the vice president for research put 
together a plan to centralize research education. The 
process took about a year to complete.

“We contacted the directors and the appropriate 
deans in the related departments and set the tone 
that this was an initiative that the vice president for 

research office was taking,” he explains.
Then the institution created the office of research 

education. Onofrietti solicited support of the central-
ized concept from the various department heads and 
conducted needs assessments.

“During that process I also developed a software 
program called RosterTech™,” he says. “We custom-
developed that software to promote the research 
administration training series.”

The electronic program can offer online registra-
tion and individual user profiles so that employees 
taking educational courses can track their progress 
and know when they are up-to-date on required edu-
cational units or certification.

“There are six different curriculum tracks,” 
Onofrietti says. “We can contact people through 
email notifications and announcements of classes, 
online surveys, and platforms for online classes.”

Here’s how the coordinated education program 
was created:

• Work with department heads: As the research 
education program was being created, Onofrietti 
worked with department chairs to identify their 
research training classes and to include these in the 
software program.

“This took about a year,” he says. “Basically, we 
did a needs assessment and analysis.”

The analysis looked at these questions:
— What are the training sessions now being held?
— How are they being delivered?
— Are they meeting the needs of the constituents?
— What changes would they like to make to their 

content or delivery?
“We talked about outreach and who the target 

audiences were for this particular content,” Onofrietti 
says. “We also spoke about how often training had to 
be taken and renewed and recertified.”

• Assess what each department needs: The depart-
ments varied in their educational process. Some had 
well-defined programs with evaluation material, 
strong organization, and stated goals, he says.

“We were able to facilitate and help them meet 
those goals and bring their programs into the collab-
orative effort,” he adds.

Other departments had no training at all, and they 
looked to the new office to lead them. They wanted 
assistance in developing content and offering training 
programs.

“Other departments were in the middle where they 
had some elements of training but were missing some 
of the other elements,” Onofrietti says. “So we did 
a gap analysis to see what service was necessary to 
bring the program up to standardized quality.”

• Address how live lectures would be handled: 
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“Most of the departments that had educational con-
tent were providing live lecture classes and would 
continue doing those for us as part of the training 
series,” Onofrietti says. “Coaching, instructional 
development, and design would come from my 
office.”

The research education office would go through 
a department’s content to review their live lecture 
educational sessions and to see how these could be 
improved.

Even when departments requested electronic train-
ing courses, the research education office started with 
live lectures.

“We feel the live lecture classes are valuable 
because you have the ability to have your senior col-
leagues mentor the junior colleagues in that format,” 
Onofrietti says. “With live lectures, people who are 
relatively new to the university can network; it’s a 
great networking opportunity.”

Live classes provide social interaction where junior 
faculty and new administrators can meet the direc-
tors, senior administrators, and other colleagues for 
networking.

For these reasons, all of the certificate programs 
are set up so that the first certificate in any track must 
be completed through a live lecture class, Onofrietti 
says.

“When you recertify, which we recommend you 
do every two years, then you can do it through a 
hybrid of live lecture classes and online courses,” he 
says. “You can take a majority of classes online to 
recertify.”

• Include other types of educational formats: 
“Using interactive technology and keypads, we’d 
enrich that content with them,” Onofrietti says. “And 
we’d collaborate and put together a presentation and 
utilize whatever tools were necessary to bring that up 
to the highest quality it could be.”

In addition to adding instructional technologies 
like wireless keypads, they’d incorporate panel discus-
sions and case studies in the courses.

“We offer between 50-70 classes each semester,” 
Onofrietti says. “Some of these didn’t need a lot of 
refinement, and we’d just bring it in to our research 
administration training series; with others we had to 
start from scratch and do entire curriculum develop-
ment in the instructional design.”

After a department has established live educational 
opportunities, then additional courses can be added 
in other formats, such as electronic courses. For 
instance, some of the live courses can be filmed, he 
adds.

“We filmed and critiqued live lecture classes and 
developed online classes based on the hard copy 

materials and live lecture, after sitting down to have a 
discussion with the experts,” Onofrietti says.

“We can bring in another layer of instructional 
design to incorporate the online modules,” he says. 
“It’s not about just posting PowerPoint slides.”

About three or four dozen filmed classes are avail-
able in an online format, and the institution has 
Webinars and Webcases for various classes.

While some individuals learn better in lecture for-
mat classes, other excel in online courses, Onofrietti 
notes.

The key for any research education program is to 
offer some variety in learning experiences, coupled 
with regular evaluations and assessment.

“Every class we’ve offered since August, 2005, has 
had written evaluations with a record kept, and we 
do electronic surveys every semester or annually,” 
Onofrietti says. “We use surveys to gauge whether 
there are particular topics we are not covering and 
that need to be covered or to see if there are new 
classes that should be created.”

Through a robust evaluation, records, and sta-
tistics process, which is kept in the RosterTech soft-
ware, the research education office is able to track 
participation reports, attendance numbers, and other 
data, he adds.  n

Here are quick tips on
corrective action plans
Focus on internal control

Research institutions often need a quick and effi-
cient compliance and quality improvement strat-

egy. One strategy that can satisfy those objectives is 
the corrective action plan (CAP).

At Ochsner Health Systems in New Orleans, LA, 
the research and corporate integrity office and the 
IRB office implemented a CAP process for research-
ers after realizing the need for an efficient compliance 
plan, says Stephanie Gaudreau, CIP, IRB administra-
tor at Ochsner Institutional Review Boards, Ochsner 
Health Systems.

Researchers want to do the right thing, but when 
they make mistakes, a corrective action plan with 
education and training requirements can help rein-
force compliance and best practices, she notes.

Here are some of Gaudreau’s tips on how to create 
and implement a CAP:

• Require a corrective action plan whenever there 
is noncompliance: At Ochsner, quality assurance 
(QA) staff conduct not-for-cause audits that might 
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have noncompliance findings, Gaudreau notes.
The QA office can serve as a liaison between the 

research team and the IRB office, and if an audit dis-
covers problems, this could trigger a CAP, Gaudreau 
says.

“We want a plan in place right away to fix the 
problem,” she says. “So we will work with the 
research team to get the plan submitted.”

• Ask investigators to take internal control measures 
to enhance risk management: “We also recommend 
researchers create their own internal check sheets or 
monitoring,” Gaudreau says. 

For example, there could be a case where a research 
site did not communicate subject follow-up informa-
tion from one clinical research coordinator to another, 
she says.

A CAP addressing this problem might recommend 
that the site include a check-off sheet that coordinators 
have to sign to become part of the internal research 
operations of that unit, she adds.

Internal control is a process that is more than policy 
manuals and forms; it is affected by people and can be 
expected to provide reasonable assurance, according 
to Ochsner’s clinical research corrective action plan 
outline.

Ochsner’s CAP outline includes these examples of 
internal control:

— Policies & procedures/standard operating proce-
dures

— training
— access limit
— segregation of duties: requiring different phases 

of a transaction to be performed by different people 
and having at least two people involved in every trans-
action

— dual controls: a physical restriction that requires 
two people to access an asset or execute a transaction

— joint custody: having two individuals share the 
responsibility

— sole accountability: having one person held 
accountable

— reconciliation
• Liberally add additional education and training to 

CAPs: The most common feature of a corrective action 
plan possibly is a requirement for additional education 
and training.

“The quality assurance group will check their edu-
cation program, and sometimes we’ll ask for follow-up 
education and training information on the CAPs,” 
Gaudreau says. “There have been a few instances 
where we’ve requested a copy of training logs.”

Also, research institutions can offer good clinical 
practice (GCP) training courses and responsible con-
duct in research training with monthly hot topics that 

highlight areas that often are problems for research 
staff.

Other strategies are to provide monthly newsletters 
that address CAPs to research staff, Gaudreau says.

• Provide a CAP template: Ochsner provides a 
corrective action plan sample for research sites. It’s 
readily available online at www.ochsner.org. The 
template has space to note the deficiency found and 
who is responsible for the overall corrective action 
plan, as well as asking for a signature from the princi-
pal investigator.

It also lists a table for steps, actions, due dates, 
responsible party, and status/comments.

For instance, one action listed as an example on 
the Ochsner template is as follows: “A Standard 
Operating Procedure has been developed and imple-
mented to assist with documentation practices for 
determining study eligibility. A copy of the procedure 
is attached.”

In most compliance cases, this CAP will suffice, 
Gaudreau says.

“Generally, the clinical coordinator and principal 
investigator and study team work out the CAP on 
their own, and it’s generally acceptable,” she says. 
“In cases where violations or events are more major 
in nature, the IRB or the QA staff will work with the 
principal investigator to make sure it’s a comprehen-
sive plan.”  n

Develop a model CR bill-
ing compliance system
Expert outlines steps to follow

Research institutions lose time and efficiency dur-
ing the typical billing compliance process. The 

risk of mistakes that could trigger regulatory prob-
lems can be high when a Medicare billing process is 
poorly organized and checks and balances are weak.

A well-designed and executed clinical research 
billing process can reduce problems, improve com-
pliance, and make the billing process faster. If the 
process is designed for electronic administration, it 
has the potential for even better outcomes, an expert 
says.

“The paper process of paying for procedures took 
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three to five months to complete, and now it can 
take three to five days,” says Johanna Chesley, BA, 
CCRC, clinical research compliance officer at the 
University of Utah in Salt Lake City, UT. The univer-
sity in collaboration with Click Commerce has devel-
oped an electronic clinical research billing compliance 
system, called uTRAC that is a model for CR billing 
compliance.

“The tool has allowed for centralization within our 
institution regarding clinical research billing compli-
ance,” Chesley says. “Billing compliance can fold into 
many aspects of clinical research; the first is the bud-
get, whether it is a budget for an externally-sponsored 
study or an internally-sponsored study.”

Clinical research sites can create a best practice in 
billing compliance by following thorough and impor-
tant steps when revising their billing process and poli-
cies. Here are some of Chesley’s suggested steps to 
follow:

1. Identify a committee to implement processes.
“We have a clinical research oversight committee 

that approves policy and is included in discussions,” 
Chesley says. 

The committee includes physicians, PhDs, and the 
associate vice president of health sciences, as well as 
legal counsel, directors of clinical research-related 
compliance offices, such as research integrity, insti-
tutional review board (IRB), and the office of (exter-
nally) sponsored projects, hospital and departmental 
administrators and clinical research managers.

2. Have the legal department interpret regulations.
Research billing compliance needs a legal interpre-

tation of Medicare billing rules, and the institution’s 
legal office should make this determination, Chesley 
says.

“Ask for an internal and external legal counsel 
review,” she suggests. “Through institutional deter-
mined policy and process documentation, align billing 
decisions with the policy as to why you made that 
decision, referring to the logic of how Medicare cov-
erage interpretation is created.”

The interpretation is essential because different 
institutions will have different interpretations of the 
regulations. For example, each institution has its own 
legal interpretation of what is considered nonqualify-
ing, Chesley says.

3. Create centralized research pricing for the insti-
tution.

“We can’t make a budget until we have centralized 
pricing so we know what we’ll be expected to pay,” 
Chesley says. “I would urge sites to include represen-
tatives from the hospital or facility side, as well as the 
professional side, to come together to decide how the 
research pricing proposal should look.”

Many institutions have moved toward a central-
ized price list based on the Medicare allowable rate 
for the region. 

“All non-commercially funded studies receive the 
Medicare allowable rate at our institution, but others 
may want to charge non-profit and internal studies 
more,” she notes.

“We’ve created that,” she adds. “Then you can 
have an upcharge for commercially-sponsored stud-
ies because Medicare rates often are at cost or below 
costs, and may times research increases actual costs.”

Placing the price list on the institution’s website 
can lead to problems when investigators mistakenly 
download an older version.

“So first we created a process for a pricing request, 
which was an interim process until the electronic 
system was available,” Chesley says. “Now that it’s 
electronic, we have the price list imported via Excel 
and a bulk importer.”

When clinical research staff enters the study’s 
sponsor and name and then types in the codes of pro-
cedures, the electronic price list automatically fills in 
the costs.

“We update the price list every six months, follow-
ing Medicare updates, or even sooner, if they make 
an interim change,” Chesley says.

If the user selects the National Institutes of Health 
as the sponsor, then the federal price rates will be 
pulled up. If the user indicates an industry sponsor, 
the private sponsor rates pop up, she adds.

One issue to watch out for involves Medicare rates 
rising during the duration of a study. Because of this 
inflation, the research institution includes inflation in 
the rates, Chesley says.

“If your study lasts five years, that rate likely will 
go up, so we use an inflation multiplier for projected 
budgeting,” she says.

The inflation multiplier is based on the study’s 
length times the expected rate of inflation to come up 
with an average cost for the procedure.

The inflation multiplier cannot be charged to 
federally-funded studies, but it is a smart strategy for 
budgeting purposes, Chesley says.

“We charge the actual Medicare rate for the date 
of service,” she adds.

When sites do not use an inflation multiplier, their 
charges likely will increase, but many times, their 
budgets are set and cannot be renegotiated for the 
increased procedure charge. So it’s better to include 
the inflation percentage up front, she adds.

4. Compare protocol billing plan grid to project 
and informed consent. 

The protocol billing grid plan, the informed con-
sent form, the contract, and the protocol are four 
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COMING IN FUTURE MONTHS

essential pieces of information, and research sites 
should compare these to make sure there are no dis-
crepancies, Chesley advises.

The Centers for Medicare and Medicaid Services 
(CMS) considers the informed consent document a 
contract, so if it doesn’t match with the sponsor’s 
protocol and contract, then the research site could be 
out of compliance, she explains.

5. Place patients’ bills on hold to verify.
“There needs to be a process to hold patients’ bills 

so they’re not released inaccurately,” Chesley says. 
“In parallel with the pricing process, there should be 
a process by which the participants’ records can be 
held.”

The holding process would work something like 
this: The research participant has an x-ray during the 
study visit. After the x-ray is done, it is coded, and 
the code prompts the researcher to review the work 
queue and decide who to bill for the charges related 
to that x-ray. Before that bill is sent to the insurance 
company/Medicare, participant/patient, and/or the 
sponsor/research organization, the designated payer 
should be verified, she explains.

“To have those charges released out of the billing 
system, someone should review them,” Chesley says. 
“If no one is reviewing them to make sure there is a 
modifier or to make sure there isn’t a modifier, then 
they might be released to the patient inaccurately.”

Another potential problem would be if the 
research site charged the patient’s insurance and also 
charged the sponsor for the same procedure. This is 
called double-dipping and is fraudulent, she adds.

“So if you don’t have an electronic process that 
automatically flags participants’ bills in the billing 
system, then you need a process where the patient’s 
visit is flagged and charges are reviewed manually,” 
Chesley says.

6. Move to an electronic system for improved 
accuracy and efficiency.

Once the research billing process has been devel-
oped, forming a stable base, a research site is ready to 
move forward and develop an electronic system. For 
this to work, the site will need access to an informa-
tion technologies support system, as well as to billing 
experts, Chesley says.

“I would try to integrate the process with other 
compliance offices, and then search for the right 
product for your organization,” she suggests.

“Once the product is purchased, find a project 
manager who can manage the content and IT staff,” 
she adds. 

After purchasing the software, the site should 
develop and test, focusing on different aspects of the 
application before the entire application is imple-

mented, she says.
“We did a phased approach with the software,” 

Chesley says. “First, we completed the protocol bill-
ing grid and other basic aspects of the system, and, 
then, as the system grew, we added an automated 
Medicare coverage analysis that is integrated with our 
billing plan.”

After our primary development tasks were phased 
into the program, then the institution went live with 
the billing system and payment reconciliation pro-
cesses, she adds.

7. Establish weekly reports. The last step is very 
important because it can help catch problems before 
they become compliance issues.

“Our team holds weekly meetings to review 
reports,” Chesley says.

These reports help ensure the process is billing 

n Here are the most 
common informed consent 
audit findings 

n Expert offers advice on 
protocol development

n Adaptive design evolves 
as more studies use it

n Best practices in training 
faculty to mentor student 
research

n Ethical framework 
created for evaluating old 
data



144 CLiNiCAL TRiALS ADMiNiSTRATOR / December 2011

Raymond Plodkowski, MD 
Chief of Endocrinology,  

Diabetes, and Metabolism  
University of Nevada School  

of Medicine and Reno Veterans 
Affairs Medical Center

Elizabeth E. Hill
PhD, RN 

Associate Chief of Staff  
for Research  

VA Sierra Nevada  
Health Care System  

Reno, NV

Ellen Hyman-Browne 
JD, MPH, CiP 

Director, Research Compliance 
The Children’s Hospital of 

Philadelphia

Edwin V. Gaffney, PhD 
Executive Director  
Clinical Research  

Baptist Health System inc.  
Birmingham, AL 

LaDale K. George, JD
Partner 

Neal, Gerber & Eisenberg  
Chicago 

Ramesh Gunawardena
Director

Clinical Trial Operations  
Clinical Trials Office

Beth israel Deaconess  
Medical Center

Boston

Barbara LoDico, CiP 
Director  

Human  Subjects Research  
Children’s Hospital  

of Philadelphia 
Philadelphia, PA

Tamara Dowd Owens 
RN, MSN, MBA 

Director, Clinical Trials  
Pinehurst Medical Clinic  

Pinehurst, NC 

Editorial advisory Board

To reproduce any part of this newsletter for 
 promotional purposes, please contact:  
Stephen Vance
Phone:  (800) 688-2421, ext. 5511
Fax:  (800) 284-3291
Email:  stephen.vance@ahcmedia.com
To obtain information and pricing on group 
 discounts, multiple copies, site-licenses, or elec-
tronic distribution please contact: 
Tria Kreutzer
Phone:  (800) 688-2421, ext. 5482 
Fax:  (800) 284-3291
Email:  tria.kreutzer@ahcmedia.com
Address: AHC Media
 3525 Piedmont Road, Bldg. 6, Ste. 400
 Atlanta, GA 30305 USA
To reproduce any part of AHC newsletters for 
educational purposes, please contact:
The Copyright Clearance Center for permission
Email:  info@copyright.com
Website:  www.copyright.com
Phone:  (978) 750-8400
Fax:  (978) 646-8600
Address: Copyright Clearance Center
 222 Rosewood Drive
 Danvers, MA 01923 USA

accurately and that payments are being made. Plus 
they can help identify trends and other information 
that could be used to improve the billing process.

“Oversight is much more fluid with an electronic 
system because the requisition of those charges is hap-
pening more efficiently and is readily at everyone’s 
fingertips,” Chesley says.

The uTRAC electronic system has worked so well 
for the University of Utah that the institution has a 
copyright pending on the system and plans to market 
it to other research organizations, she adds.

The annual maintenance of uTRAC would be pro-
vided at no charge as it would be handled through a 
consortium of research institutions, Chesley says.

“We hope to create a collegial process,” she con-
cludes.  n

1. According to research ethics and experts in minority 
recruitment, which of the following is the chief barrier to 
studies recruiting more minorities?
A. African Americans and Latinos are distrustful of re-
searchers due to historical abuses and mostly decline to 
participate when asked
B. Minority communities often are poorer and these fami-
lies have no time to participate in research studies
C. Researchers believe minorities are not interested in 
participating in research because of stigma and historical 
abuses so they do not ask them to participate
D. All of the above

2. Which of the following is not a good example of an inter-
nal control for a corrective action plan?
A. Policies & procedures/standard operating procedures
B. Delegating responsibility to a sole leader
C. Training
D. Access limit

3. The Center for Drug Evaluation and Research (CDER) of the 
U.S. Food and Drug Administration (FDA) issued nearly 
twice as many warning letters to clinical investigators in 
2009 as in 2008. How many warning letters did the FDA 
issue?
A. 15
B. 22
C. 39
D. 44

4. Which of the following is a good compliance practice in 
research billing, according to Johanna Chesley, BA, CCRC, 
clinical research compliance officer at the University of 
Utah in Salt Lake City, UT?
A. Compare protocol billing plan grid to project and 
informed consent
B. Place patients’ bills on hold to verify
C. Move to an electronic system for improved accuracy 
and efficiency
D. All of the above
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